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PROCEEDINGS 

MS. BAUER: This video deposition is being 
taken in accordance with Texas Rules on September 12, 1997, at 
9:49 a.m. at 550 Light Street in Baltimore, Maryland. The 
Court Reporter is Shari Nelson with Riggleman, Turk & Nelson. 
My name is Lisa Bauer with Riggleman, Turk & Nelson. The 
equipment being used is a Panasonic camcorder. 

The caption of the case is the State of Texas 
versus The American Tobacco, et al, in the U. S. District 
Court, Eastern District of Texas, Case No. 5-96CV91. 

Will the attorneys please identify themselves 
and who they represent. 

MS. NIAL: Susan Nial from Ness-Motley for the 

State of Texas. 


MR. THORPE: Larry Thorpe, Reaud, Morgan & 
Quinn for the State of Texas. 

MR. EDWARDS: Craig Edwards, Mellon, Webster & 
Mellon, State of Pennsylvania, Barnes. 

MR. GOTTLIEB: Lou Gottlieb, Goodkind, 

Labaton, Rudoff & Sucharow, in the New York class action 
cases. 


MR. McCONNELL: Stephen McConnell of Dechert, 
Price & Rhoads representing Philip Morris in the case of 
Barnes in the Eastern District of Pennsylvania. 

I would like a stipulation on the record that 
we're following the Texas Rule and there's a stipulation that 
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for purposes of the Barnes case, that all objections including 
those as to form are reserved for purposes of trial. 
Particularly I would like that stipulation on the record for 
Mr. Edwards. 

MR. KIRSHENBERG: Robert Kirshenberg from 
Greenberg & Traurig in New York on behalf of Lorillard Tobacco 
Company in the New York class actions and I would join in the 
request with my co-counsel here with respect to the 
stipulation. 

MR. ALDEN: David Alden from Jones, Day, 

Reavis & Pogue on behalf of Reynolds. 

MR. SCHEINER: Alan Scheiner from Debevoise & 
Plimpton on behalf of Council for Tobacco Research—U.S.A., 

Inc. 

MR. MERRITT: Bruce Merritt, Debevoise & 
Plimpton, on behalf of Council for Tobacco Research. 

MS. BAUER: The witness today is Doctor 
Richard Kouri and will now be sworn in. 

MR. MERRITT: Before we swear the witness, can 
we just reiterate the stipulation. 

MS. NIAL: I was going to say, maybe Craig, 
you want to stipulate for your clients and Mr. Gottlieb for 
your clients? I think you need to do that verbally. 

MR. EDWARDS: We just stipulate that all 
procedural and other objections will be maintained. 

MR. GOTTLIEB: I'll make the same stipulation 
for the New York Plaintiffs that all objections will be 
reserved including objections as to form. 

MR. MERRITT: Let me add for the record that 
it's my understanding that under the Texas Rule, all 
objections whether of substance or form are reserved in the 
Texas case as well. So as I understand it, we are operating 
under the same rule here for all the cases that this has been 
Noticed or cross-Noticed in, and that all objections for form, 
objections in the nature of leading question, motions to 
strike for lack of responsiveness, these are all reserved? 

MS. NIAL: That is my understanding. 

MR. THORPE: That's correct, and the only 
objection that can be made is as to privilege. 

MR. MERRITT: That is so stipulated? 

MR. THORPE: So stipulated. 

MR. EDWARDS: So stipulated. 

MR. GOTTLIEB: So stipulated. 

MS. NIAL: Good morning. Doctor Kouri, I think 

you need to be sworn in. Would you swear the witness, please. 
Thereupon - 

RICHARD E. KOURI, Ph.D. 

A Witness, called for oral examination by counsel for the 
State of Texas, having been first duly sworn by the Notary 
Public, was examined and testified as follows: 

EXAMINATION BY MS. NIAL 

Q Doctor Kouri, before we begin the questioning this 

morning, I would like to go over a few ground rules for you so 
that we're all on the same page when we go through the 
deposition. 

First of all, even though this is informal, 
informal setting in a hotel room, this is exactly the same as 
it would be if you were in a courtroom. This deposition can 
be used in evidence in a courtroom. 

Second of all, all your answers need to be verbal 
so that the Court Reporter can take it down. That's, even 
though we're videotaping this deposition, your answers need to 
be verbal. 
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A Okay. 

Q If you don't understand a question, please ask for 

it to be repeated, or if you can't hear it. If you answer a 
question, I will assume, as will the other questioners, that 
you have heard and understood the question. 

A I agree. 

Q As to breaks, any time you need a break, please ask 

and they'll be given liberally. We understand your situation. 
The only thing I would ask is that it would not be during a 
pending question but if you need a break, just let me know. 

A Okay. 

Q We will try to give Doctor Kouri fairly regular 

breaks because of his leg. 

Okay. Doctor Kouri, I wonder if you could tell us 
a little bit about your education, please. 

A I'm a graduate of Ohio State University 

undergraduate. My Ph.D. is in radiation biology from the 
University of Tennessee working at the Oak Ridge National 
Laboratory, and I did a postdoctoral fellowship at the Roche 
Institute for Molecular Biology in Nutley, New Jersey, and in 
the area of biochemical genetics. 

Q Do you belong to any professional associations? 

A Quite a few. 

Q Can you name a few of them for us, please? 

A Human Genome Organization, American Association for 

Cancer Research, the American Association for the Advancement 
of Science, probably five others. 

Q Okay. Doctor, I'd like to show you a document 

which I believe is your current CV and I would like you to 
identify it for the record. I wonder if you could look 
through it, sir, and then tell me whether or not it is your 
current CV. 

A Yes, the first two pages is a summary version of 

the CV and then the bibliography and the biographical sketches 
is actually the latter half of this. Yeah, this is mine. 

Q It is current as of today. Doctor Kouri? 

A It is current. 

MS. NIAL: I am going to make this the first 
exhibit to the deposition. 

(Document was marked Kouri 
Deposition Exhibit No. 1). 

Q (By Ms. Nial) Doctor Kouri, who first contacted 

you with regard to CTR's involvement in tobacco litigation? 

A Mr. Alan Scheiner. 

Q And is Mr. Alan Scheiner employed by the law firm 

of Debevoise & Plimpton? 

A Yes. 

Q Who does he represent? 

A CTR. 

Q And how did that first contact occur? 

A He called me and asked if I would help organize 

some of the files related to the numbers of contracts that 
Microbiological Associates performed under the auspices of CTR 
from mostly the 1970s. 

Q Did you meet with Mr. Scheiner? 

A Yes. 

Q How many times did you meet with Mr. Scheiner? 

A Once. 

Q I wonder. Doctor, if I could show you a document. 

A Yes. 

Q Do you recognize that document? 

A Yes. 

Q It's a consultancy contract, is it, sir? 
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A Yes. 

Q And what is the date on that consultancy contract? 

A February 21st, 1997. 

Q And have you signed that consultancy contract, sir? 

A Yes. 

Q With whom was that consultancy arrangement? 

A With Debevoise & Plimpton. 

MS. NIAL: I wonder if we could make that an 

exhibit. 

(Document was marked Kouri 
Deposition Exhibit No. 2). 

Q (By Ms. Nial) Now, Doctor, after you met with or 

while you were meeting with Mr. Scheiner, did you in fact 
organize documents for Mr. Scheiner? 

A Yes. 

Q And what documents did you organize for 

Mr. Scheiner? 

A Mostly the, the proposed studies and the progress 

reports related to the various contracts and work that was 
going on by Microbiological Associates for CTR. 

Q Did Mr. Scheiner leave any documents with you? 

A No. 

Q Did Mr. Scheiner provide to you a copy of your 1986 

article? 

A Yes. I didn't have one. 

Q Did you bill Mr. Scheiner for your time? 

A Originally yes, I billed for, as per the consulting 

agreement and then had second thoughts about not setting up 
this sort of relationship with any sort of money changing 
hands and so I asked Mr. Scheiner not to pay me and in fact he 
did not. 

Q Did Mr. Scheiner after your meeting ask for you to 

testify for CTR in the tobacco litigation? 

A No. 

Q Now, Doctor Kouri, you've met with me and some of 

my colleagues, have you not? 

A Yes. 

Q And we've met several times; is that correct? 

A Yes. 

Q Have we given you any money? 

A No. 

Q Have you signed a consultancy agreement with us? 

A No. 

Q Doctor, are you here pursuant to a subpoena? 

A Yes. 

Q You're here pursuant to a subpoena from the Arch 

case — 

A Yes. 

Q — now called the Barnes case that you received 

from Thomas Mellon; is that correct? 

A Yes. 

Q Is this a copy of that subpoena? 

A Yes. 

MR. NIAL: We are going to make that an 
exhibit and Bruce, here is one for you. 

Q (By Ms. Nial) You are also here pursuant to two 

subpoenas issued in the Texas matter; is that correct? 

A Yes, I think so. 

Q One from Mr. Scheiner at Debevoise & Plimpton? 

A Yes. 

Q And one from Grant Kaiser who is plaintiff's 

counsel in that case; is that correct? 

A Yes. 
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MS. NIAL: We're going to make those two 

exhibits. 

(Documents were marked Kouri 
Deposition Exhibit Nos. 3 
through 5). 

Q (By Ms. Nial) Pursuant to the Debevoise & Plimpton 

subpoena, you were asked to provide certain documents to 
Debevoise & Plimpton, were you not? 

A Yes. 

Q Doctor, I ask you to look at this group of 

documents. 

(Witness reviewing documents). 

A Yes. 

Q Are those the documents that you have in your files 

that are responsive to the Debevoise & Plimpton subpoena? 

A Yes, that's everything I could find. 

Q Including the deposition of Carol Henry? 

A Correct. 

Q We are going to give those to Mr. Merritt. 

A I should say parenthetically that the deposition 

from Carol Henry does have some errors in it. The book, there 
is a copy of actually the book that we're all going to 
describe later in there and every other page is missing in 
that deposition. It just must have been Xeroxed improperly. 

Q Now, Doctor, when you said Doctor Murray, Doctor 

Henry's deposition had errors in it, you mean the exhibits 
were in error? 

A The exhibits, yes, I'm sorry. 

Q That's okay. 

MS. NIAL: Just as an aside, Bruce, we have 
contacted the Court Reporter to determine whether or not the 
exhibit itself is correct. 

MR. MERRITT: Okay. 

Can we go off the record. 

(Discussion off the record). 

Q (By Ms. Nial) Now, Doctor, all of your 

publications are listed on your current CV; is that correct? 

A Yes. 

Q You have not provided copies of those publications 

to Debevoise & Plimpton? 

A No. 

Q And Doctor, I would like to show you a copy of 

another document. And this is a copy of an affidavit signed 
by you, is it, sir? 

A Yes. 

MS. NIAL: If we can attach that as the next 

exhibit. 

(Document was marked Kouri 
Deposition Exhibit No. 6). 

Q (By Ms. Nial) Doctor Kouri, did you draft this 

affidavit? 

A Yes. 

Q And you had it notarized — 

A Yes. 

Q — and forwarded to my office? 

A Yes. 

Q And it was initially drafted for the Florida case; 

do you recall? 

A Actually I guess, I think so. 

Q Now, Doctor, are you familiar with the firm of 

Microbiological Associates? 

A Yes. 

Q And what does Microbiological Associates do? 
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A They're a contract research organization in 

Bethesda, Maryland, that performs a variety of contract 
responsibilities for funding agencies for both government and 
nongovernment sponsors. 

Q Is that what they do currently, sir? 

A They've expanded that to include much more work for 

private industry. 

Q Doctor, did you work at Microbiological Associates? 

A I did. 

Q When did you begin working at Microbiological 

Associates? 

A I think 1971. 

Q And how long did you work at Microbiological 

Associates? 

A Thirteen years. 

Q What was your position during the time that you 

were at Microbiological? 

A I began as Project Director for a variety of 

contracts and eventuated as Director of Research for the past, 
for the ten years, that's the post I held at Microbiological 
Associates. 

Q You're not currently working for Microbiological 

Associates? 

A No, I left in 1994. 

Q Why did you decide to go to Microbiological 

Associates? 

A They had some interest in areas that were 

consistent with my interests, specifically in the areas of 
carcinogen metabolism. We had some interesting information 
from my postdoc, the Roche Institute, and I could continue 
that work at Microbiological Associates. 

Q Do you know whether or not CTR, the Council for 

Tobacco Research, had any contracts with Microbiological 
Associates? 

A Yes. 

Q Did they have more than one contract? 

A Oh, yes. 

Q What was your role in these contracts? 

A I originally was a co-principal investigator of 

those contracts with Doctor, with, actually with Doctor Carrie 
Whitmire originally and eventually a co-principal investigator 
with Doctor Carol Henry, a series of projects, and some of 
them that I was the principal investigator alone. 

Q Now, what type of work did you do with Doctor 

Henry? 

A Doctor Henry's was mostly in the area of the smoke 

inhalation program in which it was setting up a set of model 
systems to see if we could understand or at least study some 
of the potential biological effects of whole cigarette smoke. 

Q Did you have a contact with CTR while you were 

doing the work with Doctor Henry? 

A Yes. 

Q Who was that, sir? 

A Mostly Doctor John Kreisher. 

Q Now, sir, you had a contract with Microbiological 

Associates — excuse me, you had a contract with CTR through 

Microbiological Associates. Do you know the difference 
between a CTR contract and a CTR grant? 

A In general it was explained to me and that came out 

later, we are probably going to get into it, but in general a 
grant was a gift that was a sum, a sum of money given to a 
grantee to perform a particular set of technological studies 
with really very little strings attached and that, usually the 
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money was given up front and a final report was given at the 
end. 

A contract in theory was a set of responsibilities 
set out by the contractor, in this case CTR, to be performed 
by the contractee, and if we did in fact perform those to 
their satisfaction, we earned a fee for that set of 
responsibilities. 

Q Did the control that was exercised by CTR over 

contract research differ from that exercised over grant 
research? 

A Yes, yes. 

Q Did you ever have a CTR grant. Doctor Kouri? 

A Yes, one. 

Q When did you receive that grant? 

A I think it was in '81. 

Q Under what conditions did you receive that grant? 

A As a grant, just what I said before. 

Q Now, you said the type of research that you did 

with Carol Henry was to expose mice to cigarette smoke; is 
that correct? 

A Yes. 

Q I wonder if you could tell me whether or not the 

research you did with Doctor Henry involved only one 
experiment. 

A Oh, no, it was a series of experiments, all 

designed in, with trying to understand the potential 
biological effects of whole cigarette smoke. 

Q Now, the inhalation project that you were working 

on with Doctor Henry, was that a part of a larger program? 

A Yes. What we tried to do is we tried to 

understand — for example, stages of carcinogenesis is 
something we put together, and we were trying to understand if 
cancer was going to be one of the endpoints that we would 
study, then we would try to break it down into a workable set 
of steps and stages so that we perhaps could understand how 
cigarette smoke could potentially affect each one of those 
stages. 

Q Doctor, I wonder if I could show you a document. 

And if you could identify that document for the record, please 

sir. 

A This is an example of a — my job actually was 

mostly to be a strategist, to try to understand where we were 
going, where we were now and where we were going to be in 
perhaps a couple years, and this was an attempt to put a 

pathway together from which to follow along the lines in these 

kinds of studies, not necessarily for CTR but for any agency 
that would have been interested in this sort of activity. And 
these are the potential steps we thought in chemically-induced 
cancer. 

Q And who developed the chart that we're looking at, 

sir? 

A Actually I developed most of it in help with Doctor 

Kreisher, and then eventually we asked Doctor Henry to get, 
put her imprimatur and changes and concerns in and then 
eventually all three of us were involved in the final 
construction of it. 

Q Sir, did this chart form the basis of your work at 

Microbiological that was done for CTR? 

A Yeah, often, yes. 

Q Were there components, for example, in your 

research that covered chemical transformation, carcinogenesis 
and mutagenesis? 

A Yes. 
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Q Were those important components of your research? 

A Yes. 

Q Doctor, I would like to show you a document we are 

going to make an exhibit. 

(Documents were marked Kouri 
Deposition Exhibit Nos. 7 
and 8). 

A Yes. 

Q (By Ms. Nial) Now, Doctor, I wonder if you could 

look at the top of that document and identify it, if you will, 
for the record. 

A This seems to be an internal document from the 

Council for Tobacco Research that just states that two of the 
contracts that we had currently going on in Microbiological 
Associates, Contract 14 and 22, were combined into one large 
contract. Contract 30, and this was the, most of the smoke 
inhalation studies. 

Q Now, the next paragraph where it talks about a 

special committee, I wonder if you could tell, read into the 
record what that paragraph states. 

A The Contract Review Committee would be Doctor 

Feldman, Gardner, Jacobson, Lynch, Meier, Sommers, and CTR 
staff that met on December 21st and 22nd to review progress. 

Q Okay. I was actually talking about this paragraph 

right here where it says a Special Committee on Contracts was 
appointed. 

A A Special Committee on Contracts was appointed by 

Doctor Sommers and after a two-day session the decision was 
made to delete much of the research on chemical 
transformation, carcinogenesis, mutagenesis and emphasize the 
smoke inhalation studies and studies related to the effects of 
smoke exposure on mice. 

Q Sir, did you note that at that time, in 

approximately 1978 when this document was issued, that that 
part of your research was terminated? 

A Yes. 

Q Do you remember who informed you of the 

termination? 

A Not exactly. It was being filtered through both 

verbally and I think finally formally it was via Tim Finnegan. 

Q Who is Mr. Finnegan? 

A He was a counsel for, with Ed Jacobs for the 

Council for Tobacco Research. 

Q He was a lawyer? 

A He was a lawyer. 

Q Had you met Mr. Finnegan before? 

A Oh, yes. 

Q And how about Mr. Jacobs? 

A Yes. 

Q Did you attend scientific advisory board meetings 

for the CTR? 

A A few. 

Q And were Mr. Jacobs or Mr. Finnegan at those 

meetings? 

A Usually. 

Q Did the termination of the components of your 

research which dealt with chemical transformation, 
carcinogenesis and mutagenesis have an impact on your 
research? 

A Well, yes. It moved the timbre of the research 

from a, kind of a basic research sort of activity in which we 
were trying to understand basic mechanism to more of let's 
finish up the smoke inhalation studies. 
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Q Okay. Did there come a time. Doctor Kouri, when 

you were working on your inhalation work that the entire 
inhalation research project was terminated? 

A Yes. 

Q How were you notified of that termination? 

A Again, it was a series of conversations that went 

on between ourselves and CTR staff, and it had begun really 
all the way back in 1978 when Doctor Kreisher was relieved of 
his responsibilities at CTR. It was fairly obvious at that 
time at least one of our champions for that sort of activity 
was no longer there and it was likely that our ability to 
carry on that work long term was likely in jeopardy, and it 
didn't surprise any of us that in fact it was phased out. The 
actual steps involved in that phasing out, I really can't 
remember but it involved both conversations with Doctor 
Gardner, Doctor LiSanti, and Mr. Finnegan. 

Q Do you have any understanding of why your research 

was terminated? 

A Actually Mr. Finnegan was fairly straightforward in 

his statements about that, and it got to the same conversation 
or points that we made earlier and that is the difference 
between a grant and a contract, that there were some legal 
responsibilities that might be involved in a contract setting 
that would have been different than from a grant setting, and 
therefore it would have been, it's not politically responsible 
from the CTR point of view to continue carrying on this sort 
of research from a contract point of view because it could 
have been, the connotation still could be that the work was in 
fact coming from CTR to us as a contractor to contractee. We 
asked well, let's change it to a grant, then, and the decision 
was at that time that it just didn't seem to be consistent 
with what the current kinds of administration that was going 
on at CTR. 


Q I am wondering if you are familiar with a document 

that's called a Frank Statement to Cigarette Smokers. I would 
like to show you a copy of that document and I will mark it as 
an exhibit. 

A No, I have never seen this before. 

Q I wonder if you could take a moment, sir, and read 

it. Can you read it, sir? 

A Do you want me to read it out loud? 

Q No, no, read it to yourself, sir. 

(Document was marked Kouri 
Deposition Exhibit No. 9). 

(Witness reviewing document). 

A Yes. 

Q (By Ms. Nial) I wonder if you note, sir, the 

statement, we accept an interest in people's health as a basic 
responsibility paramount to every other consideration in our 
business. 

Do you see that, sir? 

A Yes. 

Q Do you believe that the actions of CTR were 

consistent with this Frank Statement? 


A No. 


Q Okay. Sir, when you were told that your work 

the inhalation project was completed or terminated, were 
asked to submit a final report? 

A Yes. 

Q And who besides yourself was involved in the 

drafting of that final report, sir? 

A Doctor Henry, Doctor Gardner, and Mr. Finnegan 

Q Did Mr., did Doctor Gardner participate in the 


on 

you 
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actual research? 

A No. 

Q And Mr. Finnegan you told me is a lawyer 

representing CTR; is that correct? 

A Yes. 

Q Did either Doctor Gardner or Mr. Finnegan give you 

any guidelines regarding the drafting of the final report? 

A Yes. 

Q What were those guidelines, sir? 

A They would like to minimize the amount of words 

that went into the final report. It was really to be a 
compendium of data, figures, tables, with a minimum amount of 
context in which to at least review and introduce those tables 
and figures and it was to be, have very limited to no 
discussion. 

Q Was this limited or no discussion guideline typical 

when writing up a scientific report? 

A Quite the opposite. 

Q Have you written up scientific reports before. 

Doctor Kouri? 

A Yes, yes. 

Q What is typical when you write up a scientific 

report? 

A Well, usually it's incumbent upon the person who 

carried out the work to try to put it in a context in which it 
was carried out, either, either context from the point of view 
of how this particular set of results compared to, say other 
species or other conditions or in a historical sense what else 
has been going on, how does it fit in with what else is being 
done in the literature at that particular time. It's much in 
the same way that any publication is written. 

Q And the final report that you put together under 

the direction of Mr. Finnegan and Doctor Gardner did not 
contain any context; is that correct? 

A Correct. 

Q Why do you think Mr. Finnegan — strike that. 

Why do you — what was your understanding of why 
Mr. Finnegan did not want any discussion? 

A We thought it was just to be a one document summary 

of a lot of complex studies that were carried out for about a 
three- to five-year period before that. So that it was, just 
tried to be a compendium of results — well, results, too, and 
tables and figures so that anybody could actually look at 
those tables and figures and come to some sort of conclusion. 

Q Was the report, the final report a collection of 

raw data? 

A Yes. 

Q And — 

A There was some analyses associated with those raw 

data. They were put in the context at least that you could 
read them. I mean, they weren't a compendium of just raw 
data. 

Q Did you intend the final report that you and Doctor 

Henry drafted to be published and distributed to the public? 

A No. 

Q In your opinion, was it appropriate to distribute 

that report to the public? 

A No. 

Q If you had been informed by CTR or Mr. Finnegan 

that the final report was going to be distributed to the 
public, would you have insisted on including a discussion or 
context of the research? 

A Oh, absolutely. 
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Q Why is it important to include in a scientific 

report the context of the research? 

A It's a, just a way to view the data in the context 

of which, what was going on at the time and what we knew at 
the time. Just, for an example, if you were talking about 
cigarette smoke, I mean you would like to say does this 
compare to how much cigarette that a human might get or how 
much, how much smoke that, say one of the other studies, say 
hamsters or rabbits or any other species that might have been 
carried out beforehand, how do they compare. So that one 
could get an idea of what dose that you might have been using 
compared to say doses anybody else might have used so you get 
a context in which to view the data. 

Q Does the failure to include a context have an 

impact on how the data might be interpreted by persons who are 
reading the raw data? 

A I think that's fairly obvious. 

Q Now, Doctor Kouri, are you familiar with what's 

been called in this litigation the 1984 Blue Book? 

A Yes. 

MS. NIAL: Now, I believe, Mr. Merritt — I 
wonder if we could at least share your Blue Book. I don't 
have my copy of it. 

THE WITNESS: I have mine. 

MS. NIAL: You have yours? 

THE WITNESS: (Nodding head affirmatively). 

MS. NIAL: Oh, the witness has his. 

(Discussion off the record). 

Q (By Ms. Nial) Now, Doctor, I have in my hand a 

copy of the 1984 Blue Book which is your copy; is that 
correct? 

A Correct. 

Q If you don't mind, we're not going to attach the 

Blue Book as an exhibit to this deposition. 

MR. MERRITT: That's fine. 

MS. NIAL: I think everybody has a copy of it, 

at least once. 

Q (By Ms. Nial) Doctor, were you contacted before 

the Blue Book was actually published in 1984? 

A No. 

Q When did you become aware of its publication? 

A When it appeared on my desk. 

Q When was that? 

A The actual — I tried to remember that. It's 

probably late in '84, '85, at least, you know, or maybe even a 

little later than that when it appeared. 

Q And have you reviewed the Blue Book recently? 

A Yes. 

Q And what does the Blue Book contain? 

A Pretty much the content of the final report. 

Q Is it exactly in the way that you and Doctor Henry 

organized it? 

A No. 

Q And what are the differences, if you can recall, 

sir? 

A The only thing I could see is that the introduction 

objective section was moved after the summary instead of 
before the summary, one, and two, the preface to the book was 
something put together by Doctor Sommers and obviously was not 
a part of the final report. 

Q Did the change in organization from the way you and 

Doctor Henry organized it to the new way that appears in the 
Blue Book have any impact on how the information in the Blue 
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Book would be interpreted? 

A It might. I think the biggest issue is that it 

probably shouldn't have been moved as opposed to what impact 
it had. It just wasn't a verbatim construction from what we 
had sent. 

Q Okay. And it was represented to be a verbatim 

presentation? 

A Yes. In fact, I didn't know it until I looked at 

it. In fact, I didn't know it until Doctor Henry told me 
about it actually in her deposition is when I realized it. I 
had never looked at the book carefully enough to have noted 
that. She in fact did. 

Q Did you give your permission for any change in the 

final report? 

A No. We didn't even know it was done. 

Q And this Blue Book is the final report that you put 

together with the changes you've noted without any 
interpretations included by you or Doctor Henry? 

A Correct, correct. 

Q Does your name appear in the Blue Book? 

A Yes, Doctor Henry and myself are listed as the 

co-principal investigators of the contract. 

Q Did you give permission for your name to appear in 

this Blue Book? 

A No. 

Q Are there any authors identified in the text? 

A No, other than our own. 

Q But you were not identified as authors? 

A Not really. 

Q Do you think that having your name on this Blue 

Book as a project director might have been misleading to 
persons looking at the book? 

A Yes. 

Q Doctor, I'd like to show you an excerpt from the 

Blue Book which is identified as Foreword. 

A Yes. 

MS. NIAL: I will make an exhibit of that 
section of the Blue Book. 

(Document was marked Kouri 
Deposition Exhibit No. 10). 

(Witness reviewing document). 

A Yes. 

MS. NIAL: It looks like it has been 
inappropriately stapled, gentlemen, and I do apologize for 
that. 

Q (By Ms. Nial) Now, Doctor Kouri, this is one of 

the additions to the Blue Book that you indicated that had 
been — I'm sorry, additions to your final report that had 
been made for the publication as the Blue Book; is that 
correct? 

A Yes. 

Q And who is identified as the author of this 

Foreword? 

A Sheldon C. Sommers, M. D. 

Q Did Doctor Sommers participate in any of the 

research at Microbiological? 

A No. 

Q I wonder if you could take a moment to look at the 

Foreword. 

A Yes. 

Q Have you reviewed this Foreword before? 

A Yes. 

Q Do you agree with the Foreword? 
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A No. 

Q I wonder, sir, if we could go through the Foreword 

and if you could tell me what parts of it you do not agree 
with. 

A The second sentence, for example, says the 

experiments represented a determined effort to develop a 
suitable animal model involving chronic cigarette smoke 
exposure of inbred mouse strains known to develop various 
histopathologic types of lung carcinoma after intratracheal 
administration of pure chemical carcinogens. 

That's a factual statement but in the context of 
chronic exposure of mice to cigarette smoke, I, my opinion 
would be that that suggestion is now that the animal model 
expresses identical histopathological phenotypes as those 
phenotypes associated with cigarette smoking in humans. I 
think that's what the connotation is in that sentence, and I 
think most people who read it would take that to mean. And in 
fact, the types of tumors that we did get in mice, although of 
the major types found in cigarette, in cigarette smoke 
associated cancers in humans, they are not identical. Their 
location is different and even the types of tumors are 
different. And we note that because it's a rodent and not a 
human and because of physiological differences, a variety of 
conditions, they are not identical. And so making that 
statement is a bit misleading. 

Q Okay. Next statement that you find misleading, 

sir? 

A The results, in the next, the results observed 

included these, none of the smoke exposed animals developed 
pulmonary squamous cell carcinoma. 

Now, again, that follows exactly what I just said 
before, the connotation would have been, then, that these mice 
do get squamous cell carcinomas of the type that humans get in 
response or at least associated in a epidemiological fashion 
with cigarette smoke. 

The kind of tumors that humans get in response to 
cigarette, associated with cigarette smoke are mainly 
bronchogenic squamous cell carcinomas, very often bronchogenic 
or at least central adenocarcinomas and some peripheral 
adenocarcinomas as well as oat cell carcinomas. 

In mice we find no oat cell carcinomas because the 
cells aren't there and in fact we find no bronchogenic 
squamous cell carcinomas in mice even with high doses of 
chemical carcinogens that induce lung cancer in general. So 
that we don't find the kinds of bronchogenic squamous cell 
carcinomas in mice even with chemical carcinogens, even known 
chemical carcinogens, exact kind. 

So it's not surprising that we didn't find squamous 
cell carcinomas the way it's written here. As a matter of 
fact, it would have also been correct if he had said we also 
didn't find oat cell carcinomas which is in fact we didn't 
find oat cell carcinomas. And the reason we didn't find oat 
cell carcinoma is that there isn't an oat cell in a mouse. 

The reason we didn't find bronchogenic squamous cell 
carcinomas in a mouse is that the mouse doesn't seem to get 
it. So that is irrelevant, that statement, that we didn't 
have squamous cell carcinomas. 

Q Okay. I wonder if we could follow on, then, to the 

next statement that you believe is misleading. 

A Mice pretreated with a pure carcinogen did not have 

significantly increased lung cancers after prolonged smoke 
exposure and overall numbers of pulmonary neoplasms identified 
were not statistically significantly different in smoke 
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exposed compared to sham or shelf. Shelf should be out of it 
immediately because that's really a separate animal and 
different control. 

Between smoke and sham, what the overall numbers 
that were found, if you added every bit of all the tumors that 
were found were in fact not different but that's really 
comparing apples and oranges, that's a whole set of a variety 
of tumors listed with a whole set of a variety of tumors. 

We could break down those two populations into a 
set that is apples and apples. For example, we could take a 
set of individuals, animals that were taken off test randomly 
in the smoke exposed group and taken off randomly in the sham 
treated animals and compare those, those individual sets of 
animals distinctly as a particular subset. 

In that particular case, the overall incidence of 
cancer among those two groups, between those two groups is in 
fact statistically significant at .04, and was stated in the 
results as such. As we stated here, we had a tendency to 
mitigate against that statistical significance because any 
month-by-month change never reached any higher than .07. 

So we were right on the cusp. In some instances if 
we did the analysis it would have been statistically 
significant; in other instances it would not. But in fact the 
way it's stated here overall incidence is in fact incorrect. 

If you take a subset, the overall incidence in fact is 
statistically significant. 

Q Now, Doctor Kouri, if Doctor Sommers had asked you 

to review this Foreword before it was included in the book, 
would you have informed him of the inaccuracies of his 
Foreword? 

A I would assume I would have. 

Q But he did not send this Foreword to you for your 

review before publishing it? 

A Correct. 

Q I wanted to ask you about this first sentence in 

the Foreword, it says the material that follows is the 
complete and unedited final report of contract research 
performed from 1975 to 1983 by Microbiological Associates, 
Bethesda, M. D., et cetera. Is it correct to say that this is 
the complete and unedited final report? 

A Well, obviously it was edited. 

Q Okay. Doctor, were you aware when you received 

your copy of the 1985 Blue Book that it was widely distributed 
to members of Congress, to members of Congress? 

A No. 

Q Have you since found out that that was correct? 

A Actually I don't, I have never seen a distribution 

list, but verbally I have been informed that it went to a lot 
of people. 

Q Doctor Kouri, I would like to show you what I 

represent to you is a distribution list for the 1984 Blue 
Book. 

A That represents about nine thousand? 

Q It may be nine thousand. 

A Is that the five thousand plus the four thousand or 

something? I don't know exactly how this adds up but yes, 
that's a fairly — what's the Pluto Club? 

Q I do not know. 

A Oh, I'm sorry, I didn't know that, I don't know 

what it is either. 

(Document was marked Kouri 
Deposition Exhibit No. 11). 

Q (By Ms. Nial) Doctor, was it appropriate to 
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distribute the 1984 Blue Book to members of Congress without 
including the interpretations that you and Doctor Henry would 
have of the information? 

A I think it was inappropriate to send that document 

to that many people without at least allowing us to have 
looked at it, okayed that, since our names were associated 
with it. 

Q And I would assume, then. Doctor, that you do not 

approve of this use of the final report? 

A I'm not even sure what the use was, to be honest 

with you. I just know that they should have asked us first, I 
think it would have been appropriate. 

Q At the time of the distribution of the 1984 book, 

did you see any press releases relating to the publication of 
this document? 

A No. 

Q I wonder if I could show you an exhibit, sir. 

MS. NIAL: Can we go off the record for a 

minute? 

MS. BAUER: Off the record at 10:38. 

(Discussion off the record). 

MS. BAUER: Back on the record at 10:41. 

MS. NIAL: Doctor Kouri, I would like to show 
you a document which we are going to make the next exhibit. 

(Document was marked Kouri 
Deposition Exhibit No. 12) . 

(Witness reviewing document). 

Q (By Ms. Nial) Doctor Kouri, if you would take a 

second to review that document. 

A Read the entire thing? 

Q Yeah. 

(Witness reviewing document). 

A Yes. 

Q Are you done? 

A Yes. 

Q Now, Doctor, I wonder if you could look first at 

the first page — 

A Yes. 

Q — which is a memo from Leonard Zahn to Robert F. 

Gertenbach; is that correct? 

A Yes. 

Q Do you know who Leonard Zahn was or is? 

A Yes. 

Q Who was he? 

A He was a person who worked for a public relations 

firm that the Council worked with. 

Q Okay. And Robert F. Gertenbach, who was 

Mr. Gertenbach? 

A At that time he was the new director of CTR, 

President I think was his title. 

Q Do you know whether Mr. Gertenbach was a scientist? 

A Actually I don't think so but I don't know that. 

Q Okay. In this memo to Mr. Gertenbach, Mr. Zahn 

says the following, — tell me if I am reading this 
correctly — I hope Charlie will look closely at my 
explanations and translations to make sure I have not 
oversimplified or omitted anything that is significant. There 
are some apparent discrepancies in the MAI summary that he may 
be able to clarify for me. You'll note I have included 
several negative findings which, in terms of the major thrust 
of the study, probably are not important. However, they are 
included to show we are not trying to conceal adverse results. 

What's your reaction to that statement by Mr. Zahn? 
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A Well, I, I don't think he was in the position to 

actually even come to any conclusion relative to positive or 
negative. I don't think he was a technical person. It would 
have been smarter to have somebody that actually did the 
studies tell him this, what was important, what wasn't 
important. 

Q They didn't ask you about drafting a press release? 

A No, this is the first time I have even seen this. 

Q I am reading the press release. Do you think the 

press release or at least, excuse me, the draft press release 
that is attached to this memo fairly represents the results? 

A Oh, no. 

Q If you could just tell me briefly how you think it 

is not representative. 

A Oh, God, this would take too long to go through the 

whole thing. Much in the same way I started off with the 
first conversation is largely effective here but the idea of a 
massive inhalation study in which more than ten thousand mice 
were exposed is not really — it's a bit misleading in that 
the connotation here is that we in fact did the be-all, to 
end-all study for smoke inhalation and this in fact was the 
study when that wasn't the case. This was to be a set of 
studies, in fact this was the first of a series of smoke 
inhalation studies that were to be scheduled to try to 
understand in some regards the potential biological effects of 
whole cigarette smoke. We only smoked one strain, we only 
smoked one sex, and we only smoked, exposed to one particular 
kind of cigarette. 

What we tried to do is shake down — just a huge 
amount of infrastructure was required to carry out a study of 
that magnitude to include how to generate enough smoke, how to 
distribute it properly to the animals, to keep those animals 
happy, alive, and we ran into, you know, the typical sorts of 
problems when one is handling this number of animals. What's 
true is the amount of work it takes. That just gives you an 
indication of how difficult it is to try to do these kind of 
studies. That fact, that, those words there, when I 
originally wrote them were, were to try to connote to the 
reader how difficult it is to do these studies. It was not to 
say that this was a huge study in which we have, finally can 
ask the question of biological effects from whole cigarette 
smoke and in fact have answered that question. That was never 
meant to be, nor — it was just an idea to try to connote to 
the reader how, how difficult it is to carry out these studies 
even under the very limited studies and endpoints we could 
compare for this particular study. 

So the inference here to me is all bassackwards, 
and we would never start off that way and massively da da da 
da da da, because in fact this was to be a set of studies of 
which the remaining ones never got to be done. 

Q And the remaining ones didn't happen because CTR 

terminated its support of them? 

A Correct. 

Q That's all I have on that document, sir. 

MS. NIAL: Let's take a break. 

MS. BAUER: Off the record at 10:49. 

(Discussion off the record). 

MS. BAUER: Back on the record at 11:06. 

Q (By Ms. Nial) Doctor Kouri, we are going to begin 

questioning again, you're still under oath. 

A Yes. 

Q Now, Doctor Kouri, before we took our break, we 

were talking about the press releases and the distribution of 
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the 1984 book. Do you recall that, sir? 

A Yes. 

Q As to the distribution of the 1984 book to lay 

people, I'd like to ask you, sir, would a lay person be able 
to interpret the content of the 1984 book in your opinion? 

A No. 

Q Would a lay person in your opinion be more likely 

simply to read Doctor Sommers' summary or Foreword rather than 
attempting to review the raw data? 

A Probably. It's tough for me to tell. 

Q Would it be your opinion, sir, that someone would 

need a scientific background to interpret the data contained 
in the Blue Book? 

A Absolutely. 

Q And even someone with a scientific background, 

would that person be better served if he was provided with the 

interpretations and context that could be provided by the 
primary researchers? 

A Absolutely. Not everything was in the report. 

Q And not everything was in the report, sir, because 

Mr. Finnegan told you to limit the kinds of information you 
provided? 

A No, not necessarily. It was more, for example, 

context, the fact that what kind of, what kind of tumors do 
mice get, you know. We, we just annotated them. We didn't 
put them in any context of the kind of tumors these get 
compared to hamsters, compared to humans, compared to 
anything. There was no way to view whether this was just a 
set of studies viewed of and by itself around that small 
microcosm in which they were done. Therefore if you weren't 
aware of some of the other things that were to be associated 
with it, for example, how much cigarette smoke might be 
deposited in humans, you couldn't take those data and, and 
transpose them under a human situation, to the human situation 
without having more information at your hand than was 
presented in this book. 

Q And you had that information, sir? 

A We wanted to. 

Q And why — and when you say you wanted to have that 

information, what stopped you from having it? 

A Mr. Finnegan asked us not to put it in. 

Q Now, sir, if representatives of the tobacco 

industry cited the Microbiological results as supporting their 
proposition that cigarette smoking does not cause lung cancer, 
would you agree with that representation? 

A Excuse me, say it again. 

Q Okay. If certain representatives of the tobacco 

industry stated that the results of the Microbiological 
inhalation project supported the statement that cigarette 
smoking does not cause lung cancer, would you agree with that 
representation? 

A No. 

Q And what would your opinion be of the results that 

were found in the Microbiological inhalation — 

A Oh, I think they were stated categorically in the 

paper. Unlike the final report that's here, we actually 
published a peer review document, publication a year and a 
half, two years later, in which the data then were compiled 
and then put in a limited context I might add, anyway, but at 
least a context in which you could look at all the data, and 
we concluded that cigarette smoke under these sets of 
conditions is a weak chemical carcinogen, and I think that's 
the correct conclusion from these data. 
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Q Doctor Kouri, you did not reach the usual ninety- 

five percent confidence level in the Microbiological results; 
is that correct? 

A Depends on how you want to say that. In the way 

that Doctor Sommers mentioned in the Foreword, if I looked at 
the overall incidence of cancer in a particular subset, those 
animals that were taken off test randomly we would have 
reached statistical significance, that is less than .05. But 
as we said, which Doctor Sommers failed to state in here, that 
we felt that even that .04 was mitigated by the fact that at 
no time did we reach .05 level of significance, actually 
reached .07 in a month-by-month analysis, and we felt that was 
a little bit, it's a little more conservative of a statistical 
analysis but it gave us a feeling. 

So what I would say we were right on the cusp of 
statistical significance all the way along the study. Of 
course that wasn't the primary purpose necessarily for this 
study either so — it was to shake down equipment and shake 
down the whole facility. So the fact that we even got that 
close was kind of surprising to us as a matter of fact. 

Q Are mice particularly sensitive to nicotine? 

A Very much so. 

Q Did that sensitivity to nicotine have any impact on 

the results of your study? 

A Likely, although that's supposition. From what I 

can remember at the time, putting myself twenty years ago, 
mice constantly fought the cigarette smoke when it came down 
the tubes for their inhalation. They never really adapted 
themselves very well, and we lost animals, a great deal of 
animals through a variety of accidents, machine malfunctions, 
and the fact that they didn't like nicotine and were very 
sensitive to nicotine and often died within an hour of smoke 
exposure. 

And so to limit that, we originally were going to 
expose animals to an entire cigarette's worth of smoke, that 
is roughly ten puffs, and we had to limit it with the 2R1 
cigarette to five puffs, roughly a third of the cigarette to a 
half of the cigarette, only because we just couldn't give any 
more, we were killing the animals. 

And so we knew we needed to move away from high 
nicotine cigarettes if we were really going to be able to do a 
bona fide bioassay with that particular material. 

Q Did you have plans to do that kind of lower 

nicotine inhalation study? 

A We already had preliminary data with the 3A1 and 

the 2A1 cigarette which are low alkaloid cigarettes, and those 
we could come up with a regimen in which toxicity was cut 
virtually in half to less and still got significant deposition 
of smoke into the pulmonary tissue. 

Q Was the research that you had planned for the 

complete inhalation study ever completed? 

A No, but I wouldn't, I would actually say that there 

was never such thing as a complete study. I always viewed it 
I think, at least at the time when we discussed this, these 
were evolving studies and we were going to learn every time we 
did it, and we'd doubt if we ever did the perfect inhalation 
study but they would get better and better as we learned more 
and more on just the operational details and the management we 
needed to put into running a program of this size. 

Q In your opinion, was the termination of the 

inhalation study at the time CTR chose to terminate it good 
science? 

A No, I certainly didn't think so but that was their. 
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they were the contractor and it was their decision. Good 
science I think would dictate, I thought it would dictate that 
we follow through with some of the interesting sorts of 
observations that we found at the beginning and to see if we 
could continue it on. I always thought it was a much better 
decision to make decisions from knowledge, not ignorance, and 
not having that information in front of you was, just unabled 
you to make an informed decision. 

Q Doctor Kouri, did you ever have the opportunity to 

publish some of the results from your inhalation studies done 
at Microbiological? 

A Surely. 

Q And when did you do that, sir? 

A We published them pretty much all the way along. 

Smoke deposition, smoke uptake, impact of cigarette smoke — 
well, smoke facilities themselves in general. There was quite 
a few publications. I don't remember the actual number but I 
would guess that we averaged as a group a publication every 
month to six weeks for that whole period of time in which we 
were doing Council work. So there is probably forty papers. 

Q Now, on the results of the Microbiological research 

that were contained in the final report, did you publish on 
that material? 

A Yes. 

Q And I wonder, sir, if I could give you a document. 

A Yeah, this is the paper. 

MS. NIAL: I am going to make that the next 

exhibit. 


(Document was marked Kouri 
Deposition Exhibit No. 13). 

Q (By Ms. Nial) Now, Doctor, is Exhibit 13 the 

article that you published on those results? 

A Yes. 

Q When did that article actually get published? 

A It was in the July issue, 1986, of the Journal of 

National Cancer Institute. 

Q Did you and Carol Henry publish this article 

together? 

A Yes. 


Q Did anyone besides you and Doctor Henry review the 

article? 


A Doctor Gardner and Mr. Finnegan. 

Q And did Mr. Finnegan offer any editing advice? 

A Yes. 

Q And what editing advice did he offer you? 

A He asked us to limit our discussion to the 

experiments at hand here without putting much, either 
historical context or, I don't know, other human context to 
these studies, and we did. 

Q And why didn't he want you to give any human 

context of the studies? 

A Tough for me to tell. I could surmise that it was 

just an attempt to simplify this particular study to the data 
at hand rather than expanding it any. 

Q Left to your own decisions regarding the 

publication of this article, would you have limited your 
comment regarding weak carcinogen to mouse lung? 

A Would I have altered the — 

Q Would you have — if you could refer to the first 

sentence of the discussion. The first sentence of the 
discussion, the results of this study suggest that 2R1 
cigarette smoke has weak carcinogenic activity in mouse lung 
tissue. 
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A Right. 

Q Would you have limited your opinion or your 

interpretation of the results to being weak carcinogenic in 
mouse lung tissue? 

A If, if Mr. Finnegan were not there? 

Q Yes. 

A No, that's the correct conclusion. 

Q Okay. 

A And Mr. Finnegan agreed with that conclusion. 

Q Okay. Do you have any opinion about the impact of 

the widespread distribution of the Blue Book on the importance 
of your article in 1986? 

A Actually no because I actually didn't know it had a 

widespread opinion. So I didn't think it had any impact at 

the time. In fact, I didn't know it until a month ago that it 
might have had any impact. 

Q Doctor Kouri, you've reviewed Doctor Henry's 

deposition; is that correct? 

A Yes, I've looked at it. 

Q There was one particular issue in Doctor Henry's 

deposition regarding some leases. Do you recall that 
discussion? 

A Yes. 

Q And do you recall that that discussion indicated 

that CTR wanted to terminate the Microbiological inhalation 
studies because of the issue of the possible termination of a 
lease? 

A Yes, that was the connotation in Doctor Henry's. 

Q Do you recall the issue relating to the lease? 

A Yes. Actually I was probably more close to it than 

Doctor Henry was because I was the Director of Research and in 
that regard I was her boss. 

Q Was the lease on the Microbiological building the 

reason that the inhalation project was terminated? 

A In my opinion no. 

Q Doctor Kouri, who was Doctor Kreisher? 

A He was our contact at Council for Tobacco Research 

related to these projects. 

Q And approximately how long did you work with Doctor 

Kreisher; do you recall? 

A From, it must have been '70 to '78. 

Q And what happened in 1978? 

A He was terminated. 

Q Did he just leave because he had other business 

elsewhere? 

A No, at the time it was explained to us that he was 

just, he was relieved of his responsibilities at the Council 
because of, just, kind of an inability to get along. 

Q And did you ever experience any inability to get 

along with Doctor Kreisher? 

A No. 

Q Were you aware of any of these problems prior to 

his termination? 

A No. 

Q You earlier described in your testimony, please 

correct me if I'm wrong. Doctor Kreisher as a champion of your 
work at Microbiological. What did you mean? 

A Well, to get any of these, this project done of 

this size, it requires a lot of effort by usually a few people 
and a champion is what anybody needs to get the project done, 
and Doctor Kreisher was a champion in terms of he thought this 
was the kinds of things that ought to be done. And I got 
enthusiastic in a lot of regards because of his enthusiasm. 


http://legacy.library.ucsf.©du/tid/vtyH|^MM3^fndustrydocuments.ucsf.edu/docs/syhl0001 



and we seemed to be making progress in that area so I felt 
pretty comfortable with this team approach that would be 
workable. 

Q Was there anyone else at CTR that you felt was 

competent to deal with the work going on at Microbiological 
besides Doctor Kreisher? 

A The only person who really had some technical 

expertise on staff was Doctor Gardner. 

Q Did he ever get involved in your work? 

A Not on the day — not to the level that Doctor 

Kreisher did but he was helpful. Because he was a 
pathologist, he would, he very often was helpful in some of 
our interpretation. He carried on more conversations with our 
pathology team than he did with our, our, say the operating 
team. 

Q Now, Doctor Gardner didn't write the Foreword in 

the 1984 Blue Book, did he? 

A No. 

Q Doctor Sommers wrote that Foreword? 

A Right. 

Q Was Doctor Sommers qualified to interpret that 

data? 

A Again, my opinion is no — actually I don't know of 

Doctor Sommers' background in the smoke area. He is an M. D. 
but I thought he really had more of a surgical background as 
opposed to — although I might be wrong there. I actually 
don't know Doctor Sommers' background. He came in a little 
late on the scene. He was not there for this whole set of 
processes that were going on in terms of these studies. I 
actually don't know when he appeared actually on the scene, 
and I was kind of surprised when I saw that his name was the 
one associated with it. It would have been — Doctor 
Gardner's is the one I would have expected to see if anybody. 

Q I would like to show you a document, sir. This 

will be the next exhibit. 

(Document was marked Kouri 
Deposition Exhibit No. 14). 

(Witness reviewing document). 

A Yes. 

Q (By Ms. Nial) When you were meeting with 

Mr. Scheiner, did he show you this document? 

A No. 

Q Now, this document is an October 25th memo from a 

Mr. Seligman to the CTR file; is that correct? 

A Yes. 

Q It's on Philip Morris stationery; is that correct? 

A Yes. 

Q I wonder if you could look first of all in the 

first paragraph. Does it indicate that Doctor Kreisher's 
employment with CTR had been terminated? 

A Yes. 

Q Is that about the time that you think Doctor 

Kreisher had left? 

A I think. It sounds right. 

Q I wonder if you could go to the last paragraph 

which says at a recent meeting, the controversial contract 
work conducted by Microbiological Associates was terminated at 
the end of the year, probably June 1979. 

Were you aware that your work at Microbiological 
was controversial? 

A No. 

Q Was this the first time you've heard the word 

controversial applied to your work at Microbiological? 


http://legacy.library.ucsf.©du/tid/vtyH|^MM3^fndustrydocuments.ucsf.edu/docs/syhl0001 



A Yes. 

Q Do you have any opinion as to why it might have 

been controversial? 

A No, not really. 

Q Okay. Do you know anything about this grant for 

thirty-eight thousand dollars that — 

A I think, although I might be wrong, I think it was 

the amount of money that was required by Carol and myself to 

pull together all of the final tables that were part of this 
project and put together this paper. 

Q Okay. 

A Or it might have been to actually put this together 

as well. Maybe it was both as a matter of fact. 

Q So you think it might have been money for both 

putting together the final report — 

A The final report and the associated publications. 

It was to wrap it up. 

MR. McCONNELL: Susan, are you done with this 

exhibit? 


MS. NIAL: Yes. 

MR. McCONNELL: I note the designation on the 
side of the exhibit that says dissemination is prohibited by 
Court Order. I think at this point I am going to ask that the 
part of the deposition transcript that pertains to this page 
be marked as confidential and subject to whatever sealing 
order is appropriate in the Barnes case. 

MS. NIAL: This document has gone through the 
being produced procedure in the State of Florida and is no 
longer under a protective order of any kind. 

MR. McCONNELL: I don't know if that's the 
case in the Barnes case. 

MR. SCHEINER: Florida is not an active case. 
This is not being taken in Florida. 

MS. NIAL: I understand that, but it's out in 
the public domain, this document. I object to this deposition 
being sealed. 

MR. McCONNELL: I understand that, but we 
reserve our rights — I just don't want to waive any right we 
have in the Barnes case to have this part of the transcript 
sealed. 

MS. NIAL: Okay. I'll just let you know — 

MR. THORPE: That's going to have to be worked 

out with the Court in Texas before any sealing is done. 

MR. McCONNELL: I understand. 

MS. NIAL: I will just let you know for the 
purposes of your own record that this document was used in the 
Carol Henry deposition and that deposition is not sealed. 

Q (By Ms. Nial) Doctor Kouri, after Doctor Kreisher 

left CTR, did your relationship with CTR change? 

A Yes. 

Q How did it change, sir? 

A Well, obviously the style is much different between 

John and mostly the relationship we had was then with Bill 
Gardner, Doctor Gardner, and Mr. Finnegan himself often was 
involved. So the whole way of doing business was pretty much, 
from my way of taking it, it was obvious that we were slowing 
down the basic technical sorts of approaches that we were 
doing and we were moving towards just completing and finishing 
whatever activity that was going on at the time. 

Q As a scientist, are you used to having lawyers 

working alongside you when you're doing work? 

A First time in my life and the only time in my life. 

Q Did you travel to New York at all to inform the CTR 
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SAB of your work? 

A It wasn't necessarily SAB I should say, it was CTR 

staff itself. What we tried to do is — in fact, because 
Doctor Kreisher wasn't there to be an effective spokesperson 
that we thought for our own, for this large contract. Doctor 
Henry and myself decided that it would just be smarter that if 
we got up there virtually every month because it's a lot of 
money, it was a big project, that it would be just smart on 
our parts to keep everybody that we thought, you know, 
informed as well as we could in terms of the progress of this 
project. 

Q Did the kinds of research that you do change after 

Doctor Kreisher, that you did change after Doctor Kreisher 
left? 

A Yeah, we, all the basic research in terms of 

mutagenesis, carcinogenesis, the in vitro assay, 
transformation, cigarette smoke condensate related stuff, some 
of the biochemistry, those were studies that actually were 
asked to be terminated and they were and so by definition a 
lot of our work — in fact, a lot of the work that I 
specifically was involved in originally and historically was 
no longer really very important or less important anyway, and 
we focused pretty much on the, on the smoke inhalation study 
itself. 

Q Now, Doctor Kouri, you, as we said, you've reviewed 

Doctor Henry's deposition and in that deposition there was 
some indication by Mr. Merritt that there was some conflict of 
interest existing between you and Doctor Kreisher. Do you 
recall that exchange? 

A Yes. 

Q What was your reaction to that exchange when you 

read it? 

A I was surprised. 

Q Was there any conflict of interest existing between 

you and Doctor Kreisher? 

A I don't think so. 

Q Have you ever been accused of that kind of activity 

in your job before? 

A No. 

MS. NIAL: If you could give me a minute, I 
might be able to wrap this up. 

MR. MERRITT: Okay. 

MS. BAUER: Off the record at 11:31. 

(Thereupon, a short recess was taken). 

MS. BAUER: Back on the record at 11:42. 

MS. NIAL: Except for reserving my right to 

redirect, I have no further questions for Doctor Kouri. 

MR. MERRITT: Let's go off the record. 

MS. BAUER: Off the record at 11:42. 

(Discussion off the record). 

MS. BAUER: Back on the record at 11:43. 

EXAMINATION BY MR. MERRITT 

Q Doctor Kouri, my name is Bruce Merritt and I'm here 

representing the Council for Tobacco Research. We haven't met 
prior to today but you have spoken on a prior occasion with my 
associate Alan Scheiner? 

A Correct. 

Q And you responded to some questions from Ms. Nial 

on your direct examination relating to those communications? 

A Correct. 

Q Did Mr. Scheiner in the course of that meeting with 

you ask you to do anything that you felt was improper? 

A Oh, no. 
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Q Or unethical? 

A No. 

Q He came and asked you if you would assist him in 

going through the files relating to the MAI contracts — 

A Correct. 

Q — and trying to parse out what had happened? 

A Correct. 

Q And as I understand it, you were busy at the time? 

A I was. 

Q And you were willing to meet with him but you 

required that he pay your customary consulting fee? 

A I did. 

Q And that was the fee of a thousand dollars a day I 

believe? 

A Correct. 

Q And as I understand it, you subsequently decided 

that you didn't want to accept the fee? 

A Right. 

Q You didn't understand that there was anything, any 

strings attached to that money whatsoever? 

A Absolutely. 

Q Now, you have met several times with the Ness- 

Motley firm; is that correct? 

A Yes. 

Q And that was in preparation for this deposition? 

A Once in preparation for this deposition last 

Monday. 

Q And you also have had contact with them in 

connection with preparing an affidavit for the use in one of 
their lawsuits against CTR? 

A Right, one other time. 

Q You understand when I say CTR, I mean the Council 

for Tobacco Research? 

A Correct. 

Q And when I say MAI, I'm referring to 

Microbiological Associates? 

A Fine. 

Q You haven't required them to pay you any kind of 

consulting fee for your time spent with them? 

A No. 

Q When they asked you to provide them with an 

affidavit to assist them in the lawsuit, you provided such an 
affidavit? 

A I did. 

Q And that was the document that was marked this 

morning? 

A Correct. 

Q Your — let me start by asking you, when did you 

first become associated with MAI? 

A I think in 1970. 

Q How long had that been after you got out of 

graduate school? 

A Roughly two years. 

Q Where had you worked in the meanwhile? 

A I postdoc'd at the Roche Institute for Molecular 

Biology in Nutley, New Jersey. 

Q After that you went directly to MAI? 

A Correct. 

Q MAI is a private laboratory; is that correct? 

A Correct. 

Q It's not like a laboratory that might be operated 

at Harvard or Yale? 

A Correct. 
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Q It's a profit-making organization? 

A Correct. 

Q And at some point during the time that you were at 

MAI, it was in fact acquired by some other company, by the 
Whittaker Corporation; is that correct? 

A Yes. 

Q And so unlike the work that other, that 

universities or research labs that are nonprofit might have 
done for CTR, the work that MAI did for CTR was profit making? 

A Correct. 

Q And at some point in time, it became a fairly 

significant portion of MAI's total revenues; isn't that 
correct? 

A Correct. 

Q In excess of ten percent or so at some point? 

A Probably about that level. 

Q Okay. Was your — you were the project manager or 

one of the project directors for the CTR work that MAI was 
doing; is that correct? 

A Correct. 

Q And was your compensation pegged in any way to the 

amount of work that was done or the profits made by MAI on 
CTR's work? 

A No. 

Q But certainly your position and your stature within 

the organization was affected by the fact that you were the 
project director of one of their largest, if not their largest 
customer? 

A I don't know if you say my stature was enhanced 

related to that. I was the Director of Research or was named 
the Director of Research I think separate from any 
relationships with CTR, and that was the job I really held 
most of the time with Microbiological Associates. 

Q But CTR was a valuable customer so to speak — 

A Certainly, certainly. 

Q — of MAI, and MAI's profitability was certainly 

enhanced by CTR's work being there? 

A Certainly. 

Q And it was certainly not enhanced by having the CTR 

work go away? 

A Certainly. 

Q And in terms of your career as a research scientist 

at MAI and Carol Henry's career as a research scientist at 
MAI, that wasn't helped by the fact that the CTR work 
eventually went away? 

A Yes. 

Q Yes, it was not helpful? 

A Yes, it was not helpful. 

Q Okay. And that was a disappointment to you, wasn't 

it, at the time? 

A Yes. 

Q I mean, it would have been, you could have imagined 

at the time that the work that MAI was doing for CTR might 
continue for a number of years — 

A Correct. 

Q — in the future, might be profitable for MAI, 

might be, might enhance your reputation and stature as a 
research scientist in the research community? 

A Certainly. 

Q It's a fair statement, is it not, that at the time 

CTR made the decision to stop continuing the work with MAI, 
that you expressed some bitter disagreement to Doctor Gardner 
and Doctor LiSanti, that you felt that it was a bad decision 
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and you disagreed with it and you were very disappointed; 
isn't that a fair statement? 

A I guess I would agree with everything but bitter. 

Q Well, bitter in the sense that you were unhappy? 

A Well, I think as you say, we're all business people 

and technical people in our heart, that was our job. When you 
see about fifty percent of your responsibilities get taken 
away in terms of level, yeah, you're disappointed, you wish it 
wouldn't have happened. But I also on the other hand was a 
business person enough to realize that things don't go on 
forever and we moved on. 

Q In fact, an organization like CTR has a lot of 

promising research opportunities made available to it? 

A Of course. 

Q And isn't it a fact that an organization like CTR 

is always having to deal with deciding where to put a limited 
amount of money among an infinite number of opportunities? 

A Absolutely. 

Q And at the time CTR was doing the work with MAI, 

they were also funding literally hundreds of other grantees — 

A Correct. 

Q — who were submitting in many cases exciting and 

cutting-edge type research proposals to CTR and CTR had to 
choose among them? 

A Absolutely. 

Q And the decisions at CTR were over, on these grant 

applications were overseen by a Scientific Advisory Board? 

A Yes. 

Q And these were scientists who were not employees of 

CTR; is that right? 

A Yes, that's my recollection. 

Q A number of these scientists were people that you 

knew; isn't that right? 

A Yes. 

Q And they were scientists of substantial stature in 

the scientific community? 

A Yes. 

Q Were they people of high integrity? 

A I would think so. 

Q I mean, for example. Doctor Gardner, Doctor Gardner 

had been a very prominent professor of anatomy at Yale — 

A Right. 

Q — before his affiliation with CTR? 

A Yes. 

Q In fact, had been the head of the International 

Cancer, International Congress against Cancer, you know the 
organization I'm referring to? 

A Yes. 

Q And was known nationally and internationally as a 

cancer researcher of high integrity? 

A I agree. 

Q The other, there were several SAB members that were 

in fact people that you had suggested as possible SAB members 
to CTR; isn't that correct? 

A Oh, I don't know if I ever suggested anybody. 

There was — sometimes I'd ask would this person help but I'm 
not sure I ever up-front suggested anybody. 

Q Was there anybody on the — for example, were you 

familiar with a scientist by the name of Hans Meier? 

A Yes. 

Q Was Hans Meier a man of, of significant stature in 

the scientific community? 

A I think so. 


http://legacy.library.ucsf.©du/tid/vtyH|^MM3^fndustrydocuments.ucsf.edu/docs/syhl0001 



Q Was he a man of high personal and scientific ethics 

as far as you knew? 

A I think so. 

Q Was there anybody on the Scientific Advisory Board 

that you felt was not, that didn't fall within that 
description of being substantial stature and high integrity as 
far as you knew? 

A No. 

Q Henry Lynch, were you familiar with him? 

A Yes. 

Q Was he also a scientist whose — 

A Yes. 

Q — reputation was, was both national and 

international? 

A Correct. 

Q And a man of high integrity? 

A (Nodding head affirmatively). 

Q What about the staff? You've mentioned your 

champion John Kreisher. There was another researcher there 
named Vince LiSanti? 

A Correct. 

Q Did you believe that Vince LiSanti was a good 

scientist? 

A Actually I don't mean it this way, Vince wasn't 

really a scientist. I mean, he, he was, I think his strength 
was more in management and administration at a technical 
level, but he, he, I think he'd admit as well, his background 
was in dentistry and he wasn't a toxicologist or a 
carcinogenesis expert, and in that regard he helped us out in 
some of our, let's say our tissue culture related stuff 
because he was more familiar with those sorts of activities 
but had limited background in toxicology or inhalation, the 
smoke studies itself. 

Q But in terms of his ability to administer and 

manage research such as CTR was conducting under contract with 
MAI, he had a lot of experience, he had done that for years 
even before joining CTR? 

A Correct. But I thought the question was in terms 

of technically and I think he had very minimal technical 
impact on the project but did help us out from an 
administration and managerial point of view. That was I think 
his strength. 

Q Okay. Was he a man that you think had high 

integrity? 

A Sure. 

Q Were any of the people that we have talked about, 

the SAB members, the staff people. Doctor Gardner, people that 
would compromise their scientific integrity or ethics because 
the tobacco companies asked them to do that? 

A No, there was nobody there that — in fact, I was 

surprised to see the Foreword. 

Q When you, when you were first approached by Alan 

Scheiner some months ago and asked if you would assist him in 
going through the MAI files, you didn't feel that this kind of 
a contact with somebody representing CTR was any sort of an 
improper thing, did you? 

A No. 

Q You didn't expect that he would ask you to do 

anything improper? 

A Absolutely not. 

Q Have you ever done anything that you believe to be 

unethical or a violation of your scientific integrity because 
CTR asked you to do it? 
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A No. 

Q So your disagreements with Doctor Sommers' 

Foreword, your disagreement, your criticism of the involvement 
of CTR's lawyer in aspects of MAI's writing up of its results 
and the like, none of that rises to the level where they were 
asking you to do or making you do things that you as a 
scientist felt were unethical? 

A Correct. 

Q And you never did anything that you as a scientist 

felt was unethical as a result of them forcing you or coercing 
you? 

A Correct. 

Q And you wouldn't have done that, would you? 

A I would not have. 

Q There — ultimately when a scientist does research, 

accumulates data, writes it up and makes it available, either 
to the person who hired him to do it or to the world at large, 
he does it on his own individual scientific responsibility? 

A Correct. 

Q And he has to make sure that he's not falsifying 

data, misinterpreting data, suppressing data, stating things 
that are, that are misleading or fraudulent, and if he does, 
it's his responsibility as well, isn't it? 

A I'm not sure — 

Q Let me withdraw the question. 

A That was a long one. I wasn't sure exactly what 

you meant. 

Q I don't want to, you know, tire you with one 

question. 

A I wasn't sure what that one meant. 

Q A scientist who does research, who writes reports 

or publishes articles in a journal does it on his own 
scientific responsibility? 

A Yes. 

Q Ultimately every scientific journal article, for 

example, bears a scientist's name — 

A Yes. 

Q — or the names of several scientists? 

A Correct. 

Q And they put their name on there as their seal 

that, that they're accepting responsibility for the integrity 

of the process and the results? 

A Correct. 

Q And CTR never asked you to do anything that 

violated that; isn't that correct? 

A Right. 

Q The work that MAI did with CTR spanned a number of 

years; isn't that right? 

A Yes. 

Q You started working for CTR either at or shortly 

after you joined MAI in 1974? 

A No, I joined I think in 1970. 

Q 1970? 

A (Nodding head affirmatively). 

Q When did you start actually doing work with CTR? 

A 1970. 

Q So you started in 1970 and the work continued right 

up until 1981 when, when the last of the inhalation studies 
terminated? 

A Yes. 

Q So that was eleven years that you worked for CTR? 

A Sounds right. 

Q The work that MAI did for CTR was multifaceted; 
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there were a lot of projects in addition to the smoke 
inhalation studies? 

A Correct. 

Q There was work in mutagenesis? 

A Yes. 

Q On carcinogenesis? 

A Yes. 

Q Work on transformation? 

A Yes. 

Q There was work that was done with, with mammal 

cells or bacteria in little Petri dishes where they were 
exposed to various substances? 

A Yes, yes. 

Q That was kind of the mutagenesis and the 

carcinogenesis studies? 

A Yes. 

Q And during that period of eleven years, that work 

was written up by you on a number of occasions and published 
in peer review journals? 

A Yes. 

Q And CTR encouraged you to do that; isn't that 

right? 

A Yes. 

Q In fact, I think overall there were some sixty peer 

review journal articles that came out of the MAI/CTR 
relationship? 

A I didn't know the number but that sounds correct. 

Q In addition to the articles there were, there were 

posters and abstracts that were submitted to international, — 

A Probably the same number. 

Q — international conferences? 

A Yes. 

Q In some cases CTR paid to have you or Doctor Henry 

or Doctor Whitmire attend those conferences? 

A Correct. 

Q CTR, CTR's work in that area I think, wouldn't it 

be fair to say, substantially moved the ball in, in science — 

A Absolutely. 

Q — during that decade? 

A Absolutely. 

Q This was high quality work? 

A Absolutely. 

Q In some cases it was cutting-edge work? 

A Absolutely. In most cases it was cutting-edge 

work. 

Q Now, when you described John Kreisher as your 

champion, he was the guy at CTR who was sort of in charge of 
or supposed to look after the MAI study; — 

A Yes. 

Q — isn't that right? 

A Yes. 

Q So when, when you would want to do some additional 

work or want to propose a modification or an extension of some 
research that you were doing, you would go to John Kreisher 
and Kreisher would, would be part of the process of getting 
the SAB to, to agree, if that's what they were going to do, to 
do that research; isn't that right? 

A Yeah, I think so. 

Q Have you ever worked in another organization that 

has done, that has hired a contracting lab such as MAI to do 
research? 


A I'm sorry? 

Q Have you ever, have you ever worked for another 
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organization that, that has been like CTR was in the 
seventies, that is, that was hiring a research lab to do 
research for them? 

A Oh, yes. 

Q And have you ever acted in the capacity of sort of 

a contract officer? 

A No, I haven't myself. You mean me to give out the 

contract? 


Q Yes, yes. 

A No. 

Q But have you observed that those organizations 

invariably have somebody who is responsible for each contract? 

A Correct. 

Q And that person — 

A That's your contract officer. 

Q Yeah. And one of the duties of a contract officer 

is to be knowledgeable about what the contractor is doing? 

A Correct. 

Q To understand how it fits into the overall program? 

A Correct. 

Q And also to look out for the funding agency to make 

sure they're getting bang for their buck? 

A Correct. 

Q He's supposed to be essentially more of an advocate 

for his employer than for the contracting lab; isn't that 
true? 


A Yes. 

Q And there were times, were there not, when, when 

Kreisher, Mr. Kreisher could have been criticized by someone 
at MAI who felt that maybe the MAI study wasn't the highest 
priority for CTR for being too much of an advocate for MAI? 

A I don't think so but I don't know what you mean by 

that. I mean — 

Q Let me try to approach it a different way. When 

there was an issue as to whether or not MAI should be doing 
certain additional research at CTR, you could usually count on 
Mr. Kreisher to be an advocate for MAI's point of view because 
you and he had a fair amount of agreement as to what MAI was 
doing? 

A No, no, I wouldn't — I would say that if we 

required a specific attention, you know, for a study, whatever 
it is, it was all based on science. I mean, if it was based 
on good science and the proposed studies or the proposed 
alteration or the proposed project made sense both 
technically, financially, and whatever it is — John probably 
killed as many projects as he in fact accepted. He certainly 
wasn't an advocate just to rubber stamp any good thought that 
I might have had or I thought I had at that time. He would 
look as any project director does and that is he evaluates it 
based on the data that he has at the time, and often we 
brought in other people from CTR to help us evaluate some of 
those studies as well. Vince LiSanti, for example, is one of 
the ones. 

So I don't think he was the only person involved 
and, and they are all based on a typical review cycle or 
review approach that I think that anyone would have done. In 
fact, a lot of the project directors at NCI with whom I worked 
would have done the same exact thing. 

Q If there's an infinite amount of money, then all, 

all good science proposals can be funded; isn't that right? 

A True. 

Q But there rarely is infinite amount of money? 

A Rarely. 
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Q Certainly it's fair, is it not, to say that 

Kreisher was very much in sympathy with the priorities that 
MAI wanted to accomplish? I mean, you collaborated together 
on that carcinogenesis chart that was discussed this morning? 

A Umh-humh. 

Q You had, you shared a vision as to the sorts of 

research that you thought would be most helpful in unraveling 
the mystery of what causes cancer, and Mr. Kreisher was, was 
similarly-minded in many respects to your approach to those 
problems; isn't that a fair statement? 

A Yes, sympathetic might not be the right word, it's 

more our objectives and our view of the problem was fairly 
similar. 

Q And in addition, you had a certain personal rapport 

with Mr. Kreisher; isn't that fair to say? 

A Only technical. 

Q Well, but after he left CTR and after you left MAI, 

you were later business partners together; isn't that right? 

A That's ten years later, but, but that had — yes, 

but again, if the question — repeat the question again. 

Q You were — after you left MAI and after he left 

CTR, some years later you went into business with Mr. 

Kreisher? 

A Yes. 

Q Okay. You had more, you have more of a 

relationship with him than you do with, with, you know, many 
of the people that you've had to deal with in your career? 

A At the time at which we were carrying out these 

studies, I had no more responsibility or relationship with 
Doctor Kreisher than I had with any other project director or 
contract officer. 

Q So the fact that you became a business partner of 

his in later years was due to — 

A Was secondary. I mean, that happened ten years 

later. 

Q Okay. Isn't it a fact, though, that when he left 

CTR, that your relationship with Doctor Gardner was not as 
supportive in your view as, as Doctor Kreisher's relationship 
had been? 

A No, I thought Doctor Gardner was every bit as 

enthusiastic, a champion for the projects as Doctor Kreisher 
was. 

Q So you feel that Doctor Gardner was open-minded in 

terms of what you were doing at MAI? 

A I did. 

Q And if Doctor Gardner had concluded in 1980 that 

CTR's money would be better spent elsewhere than on continuing 
work with MAI, you would have no reason to believe that that 
wasn't an honest opinion by a scientist of integrity? 

A You're right. 

Q And that's a matter in which different scientists 

could have a different opinion; isn't that correct? 

A Correct. 

Q There's always the problem of limited resources — 

A Absolutely. 

Q — and different places in which you can spend it? 

A Yep. 

Q And you never felt that Doctor Gardner had become 

an industry shield or had given up his integrity in order to 
do the will of the tobacco companies? 

A I have no information that would suggest that. 

Q Now, when Doctor Kreisher left CTR, I think you 

testified this morning that you, that at that point which was 
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in the middle of, or in the Spring of 1978, that you felt that 
the amount of work, you felt that MAI's activity or MAI's 
research began to wind down? 

A Correct. 

Q Isn't it a fact. Doctor Kouri, that CTR 101A, the 

lifetime smoke inhalation study, hadn't even started as of the 
time when Doctor Kreisher left? 

A It just started. 

Q And that that was in fact, in terms of money spent, 

the biggest thing that CTR did with MAI? 

A Correct. 

Q And that was a study that went on for several years 

after Doctor Kreisher's departure? 

A Correct. 

Q Now, you — could I ask you to look at Exhibit 

14, — 

A Yes. 

Q — which was marked this morning. 

You testified that — now, this is a memo, an 
internal Philip Morris memo in October of 1978, and Ms. Nial 
asked you this morning about the last paragraph of this memo 
which makes reference to the fact that a controversial 
contract was terminated at the end of the year but a grant to 
the two principal investigators was approved in the amount of 
thirty-eight thousand. 

A Yes. 

Q You testified that you thought this grant was for 

the writing up of the, of the inhalation study? 

A I think so. 

Q But the inhalation study at that point hadn't even 

begun; isn't that correct? 

A I actually don't remember what the — do you know 

what the thirty-eight thousand was for, then? 

Q But I'm not the witness. The question is — 

A I don't remember, sorry. 

Q Isn't it a fact that it couldn't have possibly been 

for the writing up of the Blue Book or the JNCI article or the 
inhalation final report because none of that has happened for 
years? You didn't start working on the final report until 
1981, isn't that right, — 

A Correct. 

Q — three years later? 

A Correct. 

Q Is it a fair statement that your memory on years is 

not, not — 

A That's fine, that's fine. 

Q Okay. In fact, the grant that's at question here 

was CTR Grant 1271 which was a grant to you and Doctor Henry 
to do mutagenesis and carcinogenesis and transformation 
studies with Doctor Benedict; isn't that right? 

A I actually — obviously I didn't remember that. 

Q But did you remember that the contract that Ms. 

Nial asked you about this morning was in fact simply converted 
to a grant because CTR felt it was more appropriate for 
funding by way of a grant and that it continued for another 
three years? 

A Obviously I didn't remember that. I still don't 

remember it. 

Q Okay. Let me have marked as the next exhibit, let 

me see if I can refresh your memory. Exhibit 15, which is an 
Application for Research Grant to CTR dated September 11, 

1978 . 

(Document was marked Kouri 
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Deposition Exhibit No. 15). . 

(Witness reviewing document). 

A Oh, all right, yes. 

Q (By Mr. Merritt) You remember this as a grant 

application that you submitted in September of 1978? 

A Sure, I was in error, this is — obviously the 

thirty-eight thousand relates to this. I didn't know what it 
was. 

Q That was part of the mutagenesis and the 

transformation and the carcinogenesis studies that you had 
previously done under Contract 14? 

A No, this was a new approach that we felt merited a 

look from a grant point of view as opposed to a contract point 
of view because this was in fact a fairly high-risk set of 
objectives and experiments that we proposed here, and there 
were concerns whether they would actually ever work or not. 
This had never been done, this alkaline DNA elution assay had 
never been done in vivo, that is in animals, in tissue, and so 
we thought it represented an interesting corollary or 
additional approach to the projects that were going on and 
because it was represented, it had relatively high risk 
associated with it, we felt it fit more within a grant point 
of view than a contract point of view because we actually 
didn't know if this would or would not work at all. So we 
broke it up. 

Q But isn't it a fact that in May of 1978, Doctor 

Gardner asked you to take a look at your proposed studies 
under Contract 14 which were mutagenesis, carcinogenesis and 
transformation studies, and to try and reformulate them as 
grant studies and that the SAB would consider them; isn't it 
the fact that that is how this thing came about? 

A Actually I don't recollect that. 

Q Let me — 

A In fact I doubt it. 

MR. MERRITT: Let me have this marked. 

(Document was marked Kouri 
Deposition Exhibit No. 16). 

Q (By Mr. Merritt) Let me hand you. Doctor Kouri, a 

letter that you wrote on May 24, 1978, to Doctor Gardner which 
contains a revised, a progress report on, on Contract 22 and 
some other materials. Do you recognize the letter on the 
first page of that? 

A I recognize my handwriting. I didn't, I don't 

remember the letter. 

Q This is a letter that you wrote? You don't have 

any question about that? 

A No, I don't. 

Q And you see the item that you've listed as — well, 

read the first paragraph if you would. 

A Just a little note — 

Q You don't need to read it out loud, you can just 

read it to yourself. 

A I'm sorry. 

(Witness reviewing document). 

A Yes. 

Q Does that refresh your recollection as to how it 

was that this grant application came to be submitted to CTR? 

A Okay. 

Q I mean, isn't it a fact. Doctor Kouri, that this 

application which has been marked as Exhibit 15, that this was 
done as a result of the desire to convert certain of the 
mutagenesis and carcinogenesis and transformation studies to a 
grant form and that it was CTR's request to you to do so which 
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you complied with? 

A No, I think it was in our mind to do this, 

obviously from your letter of May 24th, '78, that — 

Q Excuse me. Doctor Kouri, that's your letter. 

A From the letter here, that we were to do that but 

in fact we didn't do that. This particular approach here was 
not a mutagenesis transformation experiment at all, it 
represented a separate and distinct approach for evaluating 
the potential damage that cigarette smoke might cause. It was 
not an extension of any ongoing work in Contract 14 or 20 or 
22 or whatever this — it says 14, 25 and 28 in this 
particular letter. We in fact didn't do that. 

Q And that's because you didn't submit an application 

for that? 

A Correct, correct. 

Q Now, Doctor Benedict did submit a grant application 

for a continuation of some of the work under Contract 14; 
isn't that correct? 

A I think so. 

Q Did he continue doing some of that work? 

A I don't know. Do you have the contract to refresh 

my memory? 

MS. BAUER: Mr. Merritt, I need to change the 
videotape. This ends Tape No. 1 of the deposition of Doctor 
Kouri. The time is 12:16. 

(Discussion off the record). 

(Document was marked Kouri 
Deposition Exhibit No. 17). 

MS. BAUER: This is Tape No. 2 of the 
deposition of Doctor Kouri, the time is 12:19. 

Q (By Mr. Merritt) I've handed you Exhibit 17, and 

this is an application submitted by Doctor William Benedict of 
the U.S.C. School of Medicine to CTR for a grant in, in 
February of 1975? 

A Umh-humh, yes. 

Q This grant was a study in transformation and 

mutagenesis; isn't that correct? 

A Correct. 

Q And this research continued to be funded by CTR up 

until 1981; isn't that correct? 

A I don't know when it actually ended. 

Q And this was work that was being done somewhat in 

collaboration between Doctor Benedict and MAI? 

A Yes. 

Q So when the memo that was marked as Exhibit 14 

recites that, that certain research that was not smoking 
related was terminated, much of that research continued under 
grant to Doctor Benedict as well as to MAI; isn't that right? 

A Not to MAI. 

Q Well, it didn't continue as to MAI because you 

didn't choose to submit — you defined what grant application 
you submitted to CTR? 

A Correct. 

Q And you determined that the research studies, the 

carcinogenesis studies that are included in that grant 
application that's there in front of you was the research that 
you wanted to do; is that right? 

A This is the work that Bill wanted to do. 

Q But I'm referring you now back to your application. 

Exhibit 15. 

A Yes. I'm sorry, say that again, then. 

Q You determined what kind of carcinogenesis study 

you would want to be supported by a grant? 
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A Right. 

Q You never submitted a grant application to CTR to 

study a carcinogenesis study other than this that was refused; 
isn't that right? 

A Correct. 

Q CTR said that as to further carcinogenesis studies, 

they wanted you as a grantee to decide what it was you wanted 
to do and submit it to CTR as a grant application; isn't that 
right? 

A Except for carcinogenesis studies, yes. I think 

you mean the transformation or mutagenesis or any other 
alternative assays, yes. 

Q The transformation and the mutagenesis was being 

done by Doctor Benedict; is that correct? 

A No, no, this was, like you said. Doctor Benedict 

was doing certain aspects of transformation mutagenesis and we 
were doing other aspects with other model systems. Those 
model systems and those experiments were in fact terminated in 
'79. Doctor Benedict's approach using 10 T 1/2 cells as I 
think he was using were continued under a separate grant 
application. 

Q Well, when you say they were terminated, the 

contract under which they were being supported expired; isn't 
that right? 

A That's right. 

Q And you had the option to submit as did Doctor 

Benedict a grant application for further support as a grant of 
those studies if you felt that that would be where you wanted 
to put your priorities? 

A Correct. 

Q And instead you submitted a grant application for a 

different carcinogenesis study? 

A That's correct. 

Q And CTR funded that study? 

A Correct. 

Q And Doctor Gardner never told you that you wouldn't 

be allowed to submit a grant application to do some other sort 
of carcinogenesis — 

A Oh, absolutely — correct, he did not. 

Q Scientific decisions are filled with discretion, 

are they not? 

A They are. 

Q Discretion on what kind of proposed study a 

researcher wants to do and wants to file an application for? 

A (Nodding head affirmatively). 

Q Correct? 

A Correct. 

Q And discretion on the part of the granting agency 

in terms of picking among those choices as to which ones they 
want to support? 

A Correct. 

Q And in terms of those decisions, do you believe 

that Doctor Gardner or the SAB acted without integrity in 
making the decisions that they made in terms of what they 
would support? 

A Say that again. 

Q Well, do you think that CTR supporting the 

particular grant applications that were submitted to them by 

you and by Doctor Benedict and not supporting other types of 
carcinogenesis research that wasn't submitted to them, that 
that was an unreasonable decision on their part? 

A No. 

Q It's a reasonable decision to fund — 
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A Whatever they want to fund. 

Q Yeah, based on what is submitted to them; isn't 

that correct? 

A Correct. 

Q And Doctor Gardner never told you that you had to 

somehow compromise your scientific integrity in terms of how 
you defined what you submitted? 

A Correct. 

MR. MERRITT: This is a good time for us to 
take a break. How long do you want to — 

MS. NIAL: An hour? 

MS. BAUER: Off the record at 12:24. 

(Thereupon, at 12:26 p.m., a luncheon recess 

was taken). 

AFTERNOON SESSION (1:54 p.m.) 

MS. BAUER: Back on the record at 1:54. 

Q (By Mr. Merritt) Doctor Kouri, what year did you 

leave MAI? 

A Oh, I think it was — you would have to look it up. 

Q Perhaps it would help refresh your recollection if 

you would look at your resume. Exhibit 1. 

A 1983. 

Q That was about a year after the CTR contract ended; 

is that correct? 

A Yes. 

Q And where did you go to work at that point? 

A I went to International Biotechnologies. 

Q And what was your position there? 

A Director of Research. 

Q And how long did you stay there? 

A Let's see, for three years. 

Q Was that the, the organization that Mr. Kreisher 

was involved with? 

A Yes. 

Q So — that was in 1983? 

A '83. 

Q So when you testified this morning that it was ten 

years between when you left, when Mr. Kreisher or Doctor 
Kreisher left CTR and when you became his partner in this 
venture, it was really five years? 

A It was really five years. 

Q That's — in fact, you went into this partnership 

with him immediately on leaving MAI? 

A Yes. 

Q And that was within a year of when the end of the 

CTR work occurred? 

A Yes. 

Q Since MAI, have you ever worked as an actual 

research scientist? 

A No. 

Q You don't work as a research scientist today? 

A No. 

Q Your career as a research scientist per se pretty 

much ended with the CTR study? 

A Yeah. 

Q Doctor Kreisher was a man, was he not, that 

sometimes had difficulty dealing with people? Wasn't that 
true in your experience? 

A No, I guess — I saw him not having much problem 

dealing with people. 

Q Wasn't he occasionally arrogant sometimes in 

dealing with, especially with older scientists? 

A No. 
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Q Don't you recall him making critical comments about 

some of the older members of the SAB? 

A I'm trying to think. No, I guess I don't recollect 

any specific instance of a derogatory comment against — 
anybody specifically? I mean, what are we talking about? 

Q Well, do you recall telling Alan Scheiner, my 

associate here, a few months ago that Doctor Kreisher had once 
said scientists over the age of thirty-five just didn't 
understand what was happening in science? 

A Certainly, John made those statements all the time. 

I guess — but I guess you were specifically stating about the 
Scientific Advisory Board people, and no — he made a 
statement in general that he felt the most effective time of a 
scientist's career was below thirty-five. I mean, yeah, I 
guess I have a similar sort of belief. 

Q Wasn't that comment made, though, in the context of 

older scientists who didn't agree with his views of 
carcinogenesis and his — 

A No, it was a general comment. 

Q You never heard, you never heard any reports of 

him, of him having trouble with Doctor Gardner because of 
disagreements over CTR scientific programs? 

A No. 

Q The carcinogenesis chart that you mentioned in your 

testimony this morning, that's not, that chart wasn't any kind 

of a secret, was it? 

A No. 

Q That chart was in fact published at some point in a 

textbook, wasn't it? 

A Correct. 

Q So the insights and the truth, to the extent it's 

reflected in that chart, about carcinogenesis was available 
for the entire scientific community to pursue? 

A Oh, yes. 

Q It wasn't up to CTR to be the only agency 

supporting research — 

A Oh, of course. 

Q And in fact, CTR, because of its limited resources, 

was in any event only a small player in a fairly large field 
of scientific study? 

A Absolutely. 

Q And scientific proposals or projects that were 

based on that chart or otherwise dealing with carcinogenesis 
that had real merit didn't have to go just to CTR, they could 
go to NIH or one of a number of other agencies? 

A Correct. 

Q Now, one of the areas of research that you worked 

on in the, and MAI worked on in the mid-seventies dealt with 
aryl hydrocarbon hydroxylase or AHH? 

A AHH. 

Q That was something that you looked at both in man 

and also in mice; isn't that correct? 

A Yes. 

Q That was an enzyme that was thought to be involved 

in the activation of certain carcinogens; isn't that right? 

A Correct. 

Q There was a feeling that the level of AHH in an 

animal might well affect its susceptibility to carcinogenesis; 
isn't that correct? 

A Correct. 

Q At some point there was even some thought that AHH 

might be used as a marker for human beings, that possibly 
would indicate which humans were most susceptible or most at 
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risk for certain types of cancer; isn't that correct? 

A And that's still being done even at this time. 

Q And that is research that was being done or some of 

that research was being done by you in particular at MAI; 
isn't that correct? 

A Correct. 

Q Do you recall that at some point CTR indicated to 

you that they were not interested in investing as much in that 
research going forward? 

A In the human? 

Q Yes. 

A We had one contract from CTR related, specifically 

related to the human work that completed and was not 

continued. 

Q And it was not continued because you didn't ask to 

renew it? 

A Right. 

Q Do you recall a conference on AHH that was held at 

the Down State Medical School in Brooklyn? 

A Yeah, that was mentioned vaguely. I actually don't 

remember much about the conference but yes, we had one. 

Q And do you recall that, that CTR asked Hans Meier 

who was one of the SAB members to attend that conference and 
to give an evaluation of the state of the research and whether 
CTR should be continuing to support it? 

A Actually until you mentioned it, I didn't realize 

Hans was even there. 

Q Okay. Let me show you a document — 

A Hans was not an expert in carcinogen metabolism. 

In fact, I went up to his lab at Jackson Lab and set up the 
assay for him. 

Q But he was a scientist of some considerable 

stature, was he not? 

A Yes. 

MR. MERRITT: Let me have marked as the next 
in line that document, if you could hand that to the Court 
Reporter. 

(Document was marked Kouri 
Deposition Exhibit No. 18). 

(Witness reviewing document). 

A Yes. 

Q (By Mr. Merritt) I take it you have not seen — 

let me back up. 

The document that's been marked as Exhibit 18 is a 
March 10, 1978 memo from Hans Meier to Doctor Gardner entitled 
Conference on Human Carcinogen Metabolism: AHH. 

A Right. 

Q I take it you haven't seen this document before? 

A No, I have never seen it. 

Q The conference that he is describing in early March 

of 1978, is that the Down State Medical School conference? 

A I guess that is it. 

Q And there were in fact other people from CTR, both 

the staff and the SAB who were present at that conference; 
isn't that correct? 

A I don't remember actually. 

Q You don't remember. But you were present at the 

conference? 

A Yes. Actually only because I asked somebody. I 

forgot if I were honestly. 

Q Could you read the, the first paragraph on the 

first page, just read it out loud, please. 

A The very first one? 
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Q Yes. 

A I should like to make a few observations on the 

human AHH conference before too much time has elapsed. You 
may or may not wish to consider my evaluations and conclusions 
when certain of the present grantees are up for renewal or 
continuation application. 

Q And then could you skip down to Paragraph No. 1 

that's been marked, and read that please? 

A One, I am disappointed that the situation with 

respect to AHH in man is considerably more complex than in 
inbred strains of mice. No doubt, the prerequisite of mitogen 
stimulation of lymphocytes in culture is the major drawback. 
Additional factors influencing results are the culture system 
and the donor histories. These factors have been identified 
and enumerated. They make assays in field or population 
studies not only unreliable but almost impossible. 

Q Can you skip over to the second page and read 

Paragraph No. 4. 

A 4, it is clear now that AHH is neither an absolute 

risk marker for cancer nor a diagnostic marker in cancer as a 
whole or lung cancer specifically. Although it is no better 
than other biomarkers applied in screening procedures for 
cancer, within kindreds it may be a most useful discriminant 
of relatives at risk. Thus AHH and other biomarkers as 
discussed are best studied within the context of a clinical 
program of human cancer genetics. This setting. Lynch, 
Guirgis, Harris, Rasco, undoubtedly deserves CTR's continued 
support while most of the others, Kouri, Contrell, Martin, 
Alfred, Busbee, should be reduced and some, Fisher, Tyrer, 
perhaps even eliminated. This is most likely the best way for 
support money to be spent most effectively in the future. 
Obviously a great deal has been learned and some progress has 
been made. The likelihood of AHH being a reliable cancer 
screen outside families or kindreds is small. 

Q These were obviously Doctor Meier's reaction to the 

AHH program? 

A Yeah. 

Q It was shortly after this, was it not, that the 

existing research that you were doing at MAI on AHH was 
expired and was not renewed; do you recall that? 

A The specific contract, yes. 

Q And you didn't disagree with that, did you, at the 

time? 

A No. 

Q You didn't make an application to renew it that was 

turned down? 

A Right. 

Q You don't work in the area of AHH today, do you? 

A No. 

Q It's an area where there has been work over the 

past several years and has evolved a lot from where it was in 
the 1970s? 

A Right. We were one part of the group that did move 

this away from most of Hans' criticisms. Doctor Meier's 
criticisms here were largely, at least answered to the point 
that we could conclude, we could carry out some reasonable 
studies and, and be able to make some conclusions even though 
the assay is fraught with some of the problems that Hans 
mentioned. Doctor Meier mentions here. 

Q That was work, though, that was supported by CTR 

up — before this time actually? 

A Just to that time, yes. 

Q And thereafter you continued to do work with AHH 
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involving mice in connection with the inhalation? 

A Funded by CTR? 

Q Yes. 

A Yes. 

Q The mice model that was used in the whole smoke 

inhalation studies was a particular strain of mice, it was the 
BC3F1 mouse; do you recall that? 

A Umh-humh. 

Q Why was that particular strain used? 

A It was, it had some attributes we thought were 

useful in its ability to be a model system for smoke 
associated biological effects. It was AHH inducible meaning 
that in response to chemical carcinogens or chemical 
treatment, it did make higher levels of this particular 
enzyme. Therefore, it had the ability to metabolize. It was 
sensitive to pure chemical carcinogen induced certain kinds of 
lung cancers. It had a half life that was, in terms of, as a 
model system, useful. It was clean, meaning that we could get 
adequate numbers of animals that were free of most 
adventitious agents meaning the viruses or bacteria that might 
confound results if we didn't have it. Things like that. 

Q These various mice strains were genetically pure, 

were they not? 

A Correct, this was an FI, it was a cross between two 

strains, two inbreds. 

Q When you say genetically pure, it means they have 

been inbred so completely that all of the mice essentially 
have the same genetic code? 

A Correct, there are large sets of identical twins. 

Q So when you expose two of these mice to different 

environmental factors and they have different, and different 
things happen to them, you know it's not because of the 
genetics because genetically they are identical? 

A Correct. 

Q That isn't a situation that's always achievable 

with other types of animals? 

A Correct. 

Q You don't have inbred strains to that degree of 

purity of say dogs or even of hamsters; isn't that true? 

A Little bit in hamsters, sorry to say, but dogs is 

probably a good analogy but yeah, they are not as inbred as we 
can do with mice. 

Q Hamsters were not a good model for lung cancer 

because it was known at that time that hamsters couldn't get 
lung cancer from smoking; isn't that right? 

A No, I don't think it was known that they couldn't, 

it was just the experiments so far that had been done with 
some hamsters indicated that, that the lesion that seemed to 
develop in response to cigarette smoke was more in the larynx, 
the upper pulmonary tree as opposed to the lung proper. 

Q But it's a fact, is it not. Doctor Kouri, that 

nobody then or now has ever produced lung cancer from smoke in 
hamsters? 

A I don't know that to be the case. 

Q Did you view hamsters as a better animal model than 

mice for these studies? 


A No. 


Q 

studies, 
decision 
A 
Q 
A 


CTR didn't dictate that these had to be mice 
did it? Wasn't this a decision, a scientific 
that MAI participated in? 

Sure, and CTR. 

And concurred in? 

And concurred in. Oh, absolutely, absolutely. 


I 
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didn't know what you meant. Of course. I think it was the 
best model. 

Q They also had the advantage, mice, didn't they, 

that they live a shorter period of time than most other 
experimental animals? 

A Yes. 

Q They live less than, for example, than rats? 

A Yes. 

Q And there are also more strains of genetically pure 

mice than there are rats? 

A Correct. 

Q And they live significantly less than hamsters? 

A Correct. 

Q Of course obviously much, much, much less than dogs 

or other — 

A Correct. 

Q And they are also, in terms of cost, attractive 

animals, you can, — 

A Good point. 

Q — you can, you can handle and house and buy and 

maintain mice a lot cheaper than other animals? 

A Correct. 

Q Wasn't it kind, wasn't it understood pretty much 

from the beginning of the inhalation study that in order to 
get statistically significant results, it was going to be 
necessary to use thousands of animals? 

A Correct. 

Q There wasn't a situation where by smoking fifty or 

a hundred mice, there was going to be any hope of seeing any 
sort of results? 

A Correct. 

Q Females were also used in the two studies that are 

included there in the Blue Book. There was an advantage, 
wasn't there, to using females as opposed to males? 

A Yes. 

Q Females are easier to cage, aren't they? 

A Correct. 

Q They don't fight? 

A Correct. 

Q They are better behaved? 

A In general. 

Q But one of the things that had been done in the 

preliminary studies by MAI was to test whether females and 
males had the same deposit of particulate matter in their 
lungs, received the same amount of, had the same 
carboxyhemoglobin levels in their blood? These are all tests 
of their ability to absorb the smoke; is that correct? 

A Correct. 

Q There really wasn't any difference between the 

males and the females? 

A Correct. 

Q Other than gender, they were genetically the same 

strain? 

A Correct. 

Q If they were in the same — 

A Correct. 

Q Males or females? 

A (Nodding head affirmatively). 

Q The, the machine that was used to expose these 

animals to smoke was the product of a number of years of 
development; isn't that correct? 

A Yes. 

Q It was called the SEM, S-E-M, 2? 
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Correct. 

Who had underwritten the cost of developing that 


A 

Q 

machine? 

A CTR. 

Q And it was actually produced, though, by a company 

in Brooklyn, wasn't it? 

A Correct. 

Q Products Instruments? 

A (Nodding head affirmatively). 

Q They actually sold it to the public; isn't that 

right? 

A Yes. 

Q So what CTR was doing was developing a machine that 

would be available to other researchers if they wished to use 
it to perform inhalation studies? 

A Correct. 

Q That development took five, six years, didn't it? 

A Yes, I think. I wasn't involved in that. 

Q The idea of — what made that machine special as 

opposed to some things that had been used earlier was that it 
forced the mice to inhale the smoke through their nose? 

A I wouldn't say it quite that way, I would go the 

other way. Mice are obligate nose-breathers, they can't 
breathe any other way. What it did do was this was a nose- 
only exposure system as opposed to an aerosol chamber meaning 
that you didn't blow smoke into an area and have them breathe 
it and walk around within it but rather we wanted to confine 
the smoke to just the snout, to the nose proper so that they, 
they, if they were going to breathe at all, which they do, 
they would take in the smoke as it went past their nose. 

Q It was really a much closer analogy or analogous 

situation to human smoking? 

A Yes, that's what we were trying to do. 

Q That's what CTR wanted? 

A Certainly. 

Q Was any, was any — the mice didn't like to smoke; 

isn't that true? 

A Right, they did not. 

Q Were any studies done to find out whether in fact 

they were inhaling the smoke into their lungs? 

A Yes. 

Q What kind of studies were done for that purpose? 

A We radiolabeled the smoke itself, for example, 

meaning — in fact, we had to design all pieces of equipment 

that could take a cigarette, an actual cigarette and we got 
one of the components, the normal components of cigarette 
smoke which is called dotriacontane and radiolabeled that 
particular molecule, that is made a radioactive version of it, 
and then contrived a needle that would be able to go right 
down the bore of the middle of a cigarette and then rotate and 
distribute this material along the length of the cigarette as 
it, as it was pulled out. 

So what you ended up with is a radiolabeled 
cigarette, of a normal component of cigarette smoke being 
labeled and this was a marker of the particulate phase, the 
dotriacontane, and therefore we could follow its impingement 
and its amount of activity that goes to a particular area as 
an indication of where the cigarette smoke itself went. 

Q So because it was radioactive, you could actually 

trace the flow of the particulate matter into the lung of the 
mouse? 

A Right. After we exposed the animals to the 

radiolabeled smoke, we could take out various tissues at 
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various times after smoke exposure and study where that 
material went, where the smoke particulates went early on, and 
in some regards where at least that molecule went 
subsequently, which we found actually it didn't go very far. 
Most of it went to the lung which we would like to see it go, 
and at the snout and very little anywhere else. So seventy or 
eighty percent of the total particulate matter that was, that 
a mouse picked up at all in fact went into the respiratory 
tree, the lung. 

Q When you say particulate matter, that's another way 

of saying tar, what people in common parlance refer to as 
cigarette tar? 

A Correct. 

Q It's the part of it that's not purely a gas? 

A Correct. 

Q So you could expose mice to this with the 

radioactive label and then kill the mouse, look at their 
organs and find out where the smoke had been because there 
would actually be radioactive traces of it where the smoke 
had, had infiltrated? 

A Right. And dotriacontane was a fairly inert 

molecule metabolically meaning that it didn't seem to be a 
substrate for a variety of enzymes so where it stood it 
stayed. 

Whereas we also looked at some other molecules the 
same way. We monitored for nicotine levels in the mice but 
did it by either taking urine samples or blood samples post 
exposure to measure blood nicotine levels to make sure that it 
was going where we thought it was going or cotinine actually, 
it's one of the metabolites of nicotine, and found it, as well 
as carboxyhemoglobin which you just mentioned before which is 
a monitor, then, for gas phase constituents, and we could 
measure carboxyhemoglobin levels as a measure for carbon 
monoxide levels in the cigarette smoke. 

So we had markers for the gas phase, the 
particulate phase and a couple different molecules within the 
particulate phase. So we were very comfortable that the mice 
were in fact breathing and depositing smoke, smoke materials 
where we hoped that they were going and that is in the 
respiratory tree. 

Q And in fact, the depositing of the smoke in, both 

the gas and the particulate matter in the lung was, was in the 
parts of the lung that are most similar to human smokers, in 
the bronchi and the bronchioli and not so much in the alveolar 
spaces; isn't that right? 

A No, no, actually I'd have to go back and look at 

the numbers right now, but it was fairly generally distributed 
in the mouse. 

Q Wasn't it a fact, though, that there was relatively 

little penetration in the alveolar spaces? 

A Penetration? 

Q Of the particulate matter of the TPM. 

A It went to the peripheral spots of the lung and 

stayed there. 

Q And that was like it is with a human smoker? 

A Yes. 

Q There was no — the results of your studies showed 

that the depositing of the flow of the smoke into the mouse's 
lung was in much the same way as it is with a human smoker? 

A Yes. 

Q The resulting carboxyhemoglobin levels in the 

mouse's blood were in fact even higher than with a human? 

A Correct. 
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They were like twenty percent; isn't that right? 
Correct, higher. 

And in a human smoker is really six or seven 


Q 

A 

Q 

percent? 

A Right. You have a headache at that level. 

Q These were all fairly state-of-the-art type tests; 

isn't that right? 

A Absolutely. 

Q The development and the resources that went into 

the development of this model did in fact represent a 
determined effort to try and use the sophisticated methods 
that were available to science at that time to simulate as 
closely as possible a smoking situation for a mouse that would 
really be somewhat analogous and as closely analogous as it 
could be made to a human smoker; isn't that right? 

A Yes. And I should say it was Doctor Kreisher that 

actually did most of the work on the smoking machines. He and 
the people at Processing Instruments were the ones that really 
came up with the basic idea of how to make that work. 

Q And this was something that CTR was eager to be 

successful in; isn't that right? 

A Absolutely. 

Q They wanted to have a model that, an animal model 

that would get — 

A Correct. 

Q — lung cancer from smoking like a human would get 

lung cancer from smoking if, if that were the case, if that 
could be achieved? 

A We never — I hate to say from what I remember, we 

never said it that way. We were very careful to say 
biological effects of whole cigarette smoke. Cancer per se as 
an endpoint was just represented as one of a set of endpoints 
we would like to be able to quantitate as a result of exposure 
to cigarette smoke. But we were, from my way of thinking, we 
always looked at it in a bigger picture to try to see what are 
the spectrum of responses that might be associated with 
exposure to cigarette smoke, cancer being one of them. 

Q But lung cancer was clearly the most important of 

all of the various diseases that might be implicated, wasn't 
it? 

A What we wanted to do was to make sure that 

cigarette smoke itself was going, as you just said, going to 
the, going to the lung, being deposited within the lung and in 
a way that's at least analogous to the situation in humans. 

So we didn't want to compare ones that were completely 
ridiculous. 

For example, in inhalation chambers, you found a 
significant amount of cigarette smoke in the GI tract, in the 
gut. Why? Because animals have a tendency to preen each 
other, and if you put it in, if you put the animals in an 
inhalation chamber, they would run through and they would land 
on their backs and they would lick it off of each other and 
you would get a lot of smoke, you would get a lot of the 
materials in the GI tract as opposed to the pulmonary tissue. 
That to our way of thinking was a wholly inadequate model. So 
we made attempts to make sure that it in fact went to the lung 
and that's what we were doing. 

So that was a factor not necessarily with cancer 
per se in mind but rather smoke inhalation per se in mind. 

Q But wasn't it a fact that the single disease that 

CTR was most interested in gaining some understanding on of, 
as a result of these studies was lung cancer? They were, they 
were interested in a variety of diseases but the one that was 
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clearly on the top of the list was lung cancer? 

A Yeah. 

Q Isn't it a fact that all of your interim progress 

reports, the first item, the first paragraph under the 
histopathology reports would always deal with lung cancer? 

A Yes. 

Q That, that was because of the statistical 

association in humans. Obviously the disease from, going way 

back, that people have associated statistically with human 
cigarette usage is lung cancer? 

A Exactly. It was an endpoint that we felt we could 

try to see if we could reproduce, you know, in a model system 
with the hopes being, then, eventually we would find surrogate 
markers, shorter-term markers that could substitute for some 
of the biological activity of whole smoke and that was the 
approach. So that we wouldn't have to do these repeat 
analyses of a three-year study armed with four or five 
thousand animals to try to compare such things as male versus 
female or one cigarette versus another cigarette. 

Q But one of the purposes of doing this whole thing, 

of investing all of this money and all of this time was to try 
and in fact develop a positive animal model, that is an animal 
model where you can in fact induce cancer such as it is found 
in humans in an experimental animal? 

A One of the approaches and one of the major 

approaches was in fact that case, that's true. 

Q And this kind of money spent would be largely 

wasted if you couldn't do that? If in fact you couldn't 
develop a positive animal model, your efforts wouldn't be, 
really would be wasted; isn't that true? 

A The only thing I can say is you never prove a 

negative. So the fact that one didn't find it under a given 
set of conditions doesn't mean that it didn't occur or it 
can't occur. So I would say that we would like to see it. A 
negative we could never prove. 

Q But a negative — 

A Only a positive would ever — 

Q I'm sorry, I didn't mean to interrupt you. A 

positive would have value because then you would have a model, 
you would be able to then go on and understand what sorts of 
things were contributing to the disease? 

A Correct. 

Q You might conceivably be able to use an animal 

model as a means of developing some kind of a safer 
cigarette — 

A Correct. 

Q — by changing components? 

A Absolutely. 

Q There would be a lot of value to a successful 

animal model, isn't that correct, — 

A Correct. 

Q — whereas there wouldn't be much value to a 

failure, to failing and not being able to develop an animal 
model? 

A It's the latter — I don't know how to answer that. 

I don't know how you value — you can't prove a negative. So 
I can't say at one time anything was a failure. One, if one 
does their studies and you think you're doing the right set of 
conditions in which you're expecting a biological effect to 
occur and you don't see it under those conditions, it's not 
necessarily logical to say it's the assay that's wrong. It 
might have been you didn't do some step in the actual 
providing that material to the animal under a different set of 
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conditions. 


So there is a variety of reasons, and we all know 
that as a scientist, you can never prove a negative, you can 
only prove a positive. So I don't know how to answer your 
question in terms of failure of a model. The model was not a 
failure, it had already proved to be a workable model much 
before we actually did the or started off on the large study 
we did do. 


Q Well, the point I was making — you're right, you 

cannot prove, it's hard to prove a negative in science, but 
the real value of this, of investing the kind of money that 
CTR invested in this, in the background studies, the 
preliminary work, developing the machine, sorting out the 
particular mouse, making sure that the smoke gets into the 
lung, all of that sophisticated cutting-edge science, that was 
all done with the hope and the desire that the result would be 
an animal that in fact would be a positive animal that you 
could induce disease in from the cigarette, that you could, 
you could create lung cancer like it occurs in human beings; 
that was the end objective of this study, wasn't it? 

A It was one of the objectives. 

Q It was the most important one, wasn't it? 

A Yeah. 

Q And CTR didn't have an interest back when they 

started this project in spending all of its money to develop 
an animal model that in fact wouldn't get disease or wouldn't 
be usable for — 

A Oh, I don't think so. 

Q They sincerely wanted in fact to be able to 

create — 


A I think so. 

Q — lung cancer in these mice in a way that would be 

like the lung cancer that you see in human smokers, that was 
where they were going and that's what they wanted; isn't that 
correct? 


A All the information I got from my contacts at CTR, 

which was mostly John Kreisher at this time, would be 
consistent with what you just said. 

Q And nobody, you know. Doctor Gardner, you know, did 

he have any different opinion? 

A No. 


Q He was also sincerely interested in trying to 

develop a positive animal model? 

A Yes. 

Q As far as you knew, the members of the SAB were as 

well? 

A Yes. 

Q This was in fact a big part of CTR's annual budget 

that was tied up in this? 

A We recognized that. 

Q And implicit in that is there was a lot of research 

that they might otherwise have wanted to support in the form 
of grants that wasn't getting support? 

A Right. I think what some of the — for example, 

some of the things that was done was to utilize this contract 
in some regard as a focal point for generating a set of 
animals that had been smoke exposed under a standard set of 
conditions so that tissues, molecules, materials could be 
provided to a variety of other grantees so that they could in 
fact be able to study what they, their own particular model 
systems, whatever they're trying to study, in a condition in 
which at least we know that the animals are being exposed 
under a standard set of conditions and we wouldn't have ten 
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different smoke inhalation chambers running around the United 
States trying to provide exposed animals to labs but rather 
standardize that in sort of a way. 

We also served in a typical contract fashion, then, 
to provide mice to a variety of other CTR grantees to that 
effect when they needed it. 

Q Such as Doctor Benedict? 

A Such as Doctor Benedict. 

Q But those were essentially ancillary studies, were 

they not? 


A Those were studies that were initiated by the 

grantees themselves. 

Q The main enchilada in the smoking of mice was the 

whole smoke inhalation study, isn't that correct, and that's 
what most of your final report dealt with, that's what most of 
your proposals and your progress reports dealt with, that was 
the key central focus of CTR's interests; isn't that right? 

A You say it slightly differently than I would. It 

was the major study and the major amount of money that we were 
spending on and therefore it represented certainly a large 
focus of the activity. Going on up front, this study was to 
be one of a series of studies, but in fact it was the only one 
that was finished. So by definition because it took on so 
much of our resources to get that particular study done, it 
obviously served as a focus for a heck of a lot of our 
progress reports, proposed studies and everything else because 
probably ninety-five percent of our resources were used to 
generate that study. 

Q And that reflected, did it not, the focus and the 

direction of the interest of the SAB? 

A Yeah. 

Q They thought that this development of a positive 

animal model was extremely important and that that was 
probably the single most important thing that MAI was doing 
for them; isn't that a fair statement, as far as you know? 

A I guess as far as I know. 

Q After the animals were smoked for whatever period 

of time it was — and there were actually two long-term 
inhalation studies, CTR 100 and CTR 101A; isn't that right? 

A Right. 

Q One was a long term, approximately a half a 

lifetime, and the second one was a full lifetime study. 

After those animals had been smoked for the 
requisite period of time, they were then examined, they were 
then killed and examined histopathologically; isn't that 
correct? 


A Correct. 

Q Scientists always manage to make — 

A Make big words. 

Q — yeah, to make big words. 

How was it determined how many of these animals 
were to be examined? 

A It was a guess. 

Q The purpose was to — let me, let me back up. 

In the lifetime study, isn't it a fact that after 
the first year, all of the animals were examined on death 
except ones that were, where they had already started to decay 
or something like that? 

A Correct, correct. 

Q In the first year, only a representative sampling? 

A Correct. 

Q And why was that? 

A It was just — doing histopathology is a fairly 
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expensive endeavor and so what we did in the first year is we 
took a reasonable cross section we thought at the time, that 
is asked some statisticians and said X number of animals died, 
we don't expect to see a relatively high level of lesions in 
this area, what number do you think we could use in order to 
sample that population in order to get a reasonable estimate 
of what histopathological changes might have occurred within 
that? 

And they concluded, I don't know what the actual 
number was, ten or twelve percent of that total number ought 
to give us a reasonable picture of all the lesions that 
occurred in that population of animals up to say a three or 
four percent population level, and we did that and found 
everybody was normal. In other words, we didn't find any 
pathological changes in the first year of animals, so we felt 
it was not worth the added cost to go back and, and 
histopathologically evaluate every one of those first animals. 
They just hadn't been on test long enough to expect to find 
some of the biological effects we might attribute to cigarette 
smoke. 

Q That was in fact because prior studies that you had 

done — 

A That's right. 

Q — had shown in the first year nothing, nothing of 

significance happened? 

A Good point, good point. 

Q And after that first year, virtually all of the 

mice were examined? 

A Exactly. 

Q Both smoked and nonsmoked? 

A Correct. 

Q And all of their respiratory organs were examined; 

isn't that correct? 

A Correct. 

Q Including the larynx? 

A Including. 

Q So I take it that people who would criticize the 

MAI study as being bad science because it used mice as opposed 
to other animals, you would disagree with that? 

A Oh, absolutely. 

Q Strongly? 

A Strongly. 

Q And people who assert there was some methodology 

flaw in the program because it didn't examine 
histopathologically all of the mice in the first year, you 
would disagree with that? 

A I would disagree. 

Q And people who contend that the larynx should have 

been examined because it wasn't, you would disagree with that 
because they're wrong? 

A It was. 

Q It was examined? 

A I think there's a good example right there of 

people who read this report here and because it didn't have 
the context in which everything was done and all those little 
entities were not mentioned, they came to the wrong 
conclusion. 

Q But in fact it does mention in the report, doesn't 

it, — 

A Oh, it might, but again, it's so big in terms of 

tables and figures and a compendium that those sorts of 
details get lost unless you really look at it with a 
fine-toothed comb. 
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Q And isn't it — but in terms of the methodology of 

how many animals were used, how many animals were chosen for 
examination, the tissues that were examined — and they 
weren't just examined by eye, they were examined 
microscopically; isn't that right? 

A Absolutely. 

Q You feel that that was state of the art for the 

time and that that was — 

A Yes, absolutely. 

Q — and it was your best effort as a scientist to 

develop a methodology that would — 

A If we had to do it over again, we probably wouldn't 

do it any differently, even in hindsight twenty years later. 

Q Now, you talked a little bit in the morning about 

the difference between a grant and a contract as a means of 
research. These inhalation studies were done under a contract 
with CTR? 

A Correct. 

Q And in fact, it was, eventually came to be known as 

Contract 30? 

A Correct. 

Q Some of the earlier work that MAI did was done 

under different contract numbers, there was a 14 and a 22? 

A Yes. 

Q There were a number of them, weren't there? 

A Yes. 

Q Contract research is customarily different than 

grant research, not just at CTR but everywhere; isn't that 

right? 

A Correct. 

Q When an agency has research done by contract, it's 

essentially hiring a researcher to do a particular project? 

A Correct. 

Q And that researcher has a legal obligation to do 

the project that he's been hired to do? 

A Correct. 

Q It's like hiring a contractor to put the roof on 

your house? 

A Correct. 

Q He may want to put a tile roof on but if you hire 

him to put a shake roof on, that's what he's supposed to do? 

A Correct. 

Q Now, in this case MAI was part of the process by 

which the protocols and the project was defined? 

A Correct. 

Q It wasn't like CTR just came to MAI and said do 

this? 

A Correct. 

Q But MAI had an obligation to do the project that 

everybody had agreed would be done under the contract; isn't 
that right? 

A Right. 

Q Whereas as a grant, it's simply almost like a gift, 

money is given to a researcher and he can do what he says he's 
going to do or not, there are very few strings attached; is 
that correct? 

A Correct. 

Q There's nothing illegitimate or improper about 

doing contract research? 

A Oh, no. It's probably the most common way to get 

the work done. 

Q The NIH does it? 

A It does. 
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Q Research that requires a large outlay of capital, 

you know, a lot of equipment, a lot of extra personnel, that 
requires work over an extended period of time, that's almost 
always done by contract, isn't it? 

A Yes. 

Q Because it isn't very well-suited for waiting for 

an applicant to come and submit a grant application? 

A Correct. 

Q Now, isn't it also a fairly universal provision in 

contract research that the results of the contract research 
actually belong to the agency that hired the lab to do it? 

A Correct. 

Q And typically contract research contracts, whether 

they're with the government or private agencies, typically 
require that before the researcher can publish, he must submit 
a draft of a publication for review by the contracting agency; 
isn't that right? 

A Right. 

Q So CTR, if it required MAI to submit manuscripts 

for its review, was simply acting in the mainstream of 
science? 

A Yep. 

Q And NIH and NCI and Damon Runyon and the American 

Cancer Society, they all do the same; isn't that right? 

A Most often, yes. Actually some of those don't give 

off contracts, that's the only reason why it's a little 
different. 

Q But isn't it — 

A The government does. 

Q Doesn't American Cancer Society? 

A I don't think they give off contracts. They might 

but — 

Q You don't know? 

A I don't know. 

Q Isn't it also the case that research results from 

contract research are often attributed by the outside world to 
the agency that has hired the lab to do it? 

A Yes. 

Q So that if, for example, there are results of 

research that the agency doesn't necessarily agree with, it's 
in sort of a quandary, isn't it, because if it allows those 
results to be released, the world will assume that this is the 
result of its efforts and those results will be attributed to 
it even though it doesn't agree with it? 

A I think so, yes, I didn't know what you — that was 

a little convoluted but — 

Q Let me give you an example. The NIH occasionally 

sponsors research by way of contract? 

A Right. 

Q Doesn't the NIH take the view that if it doesn't 

agree with the research results, that it takes a hard look as 
to whether those results can be released because the world 
will view them as the results of NIH research even though the 
NIH itself didn't do the research? 

A I don't know what, I don't know what you mean by a 

hard look. Let's say I've never been in a situation where 
anybody from NIH for the sake of an argument either agreed or 
didn't agree to a particular study and in any way didn't allow 
us to do certain things or didn't allow us to publish a 
certain thing with those preconceptions in mind. I've never 
been associated with that. I don't know of an instance in 
which a funding agency like NIH in fact inhibited somebody 
from not presenting some particular data because for some 
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reason they felt that it was disagreeing with some 
preconception that they had. I don't know of any — nothing 
has ever happened to me personally to that effect and I don't 
even know of one. 

Q But they would have the right? 

A No. 

Q Wouldn't they have a right under the contract? 

A I doubt it. We did pretty much — this was full 

public disclosure of most of the stuff we were doing. 

Q Do not most contracts in a research setting provide 

that the agency funding it is the owner of the research 
results? 


A Yes. 

Q And that it has the right to control when, — 

A No. 

Q — at a minimum when but possibly also if the 

research results are released? 

A No, no, I've never had, I've never signed a 

contract with NIH with that provision in mind. 

Q How many contracts have you had with NIH? 

A Twenty. 

Q If someone who was working at the NIH overseeing 

contracts said that that was in fact a standard provision and 
that it was frequently exercised, would you disagree with 
them? 

A Yeah. 

Q Based on your experience? 

A Based on my experience. 

Q Okay. Have you ever worked for NIH? 

A No. 


Q They have produced hundreds or thousands of 

contracts, have they not? 

A I would assume. 

Q Have you ever been in a situation where the NIH 

disagreed with the results of a contract research? 

A No. 


Q So you've never been in a situation where, where 

there was a real disagreement? 

A Most of the studies, the data spoke for themselves. 

There couldn't be a disagreement, almost by definition. 

Q Okay. But it is true, is it not, that the owner of 

the results is in fact the contracting agency? 

A Yes. 

Q And it's true in your experience that there is a 

provision requiring that before those results are published, 
that the manuscript has to be presented to the NIH or to the 
contracting agency for their review? 

A Correct. 

Q That's pretty standard? 

A That's pretty standard. 

Q And it is a different situation in terms of the 

relationship between the results and the contracting agency 
than it would be if it were a simple grant? 

A Correct. 

Q With a grant, the researcher publishes his results 

and no one is going to attribute those results to the agency 
that provided the money? 

A Correct. 

Q Whereas if the person is operating under a 

contract, someone might well say those results are the work of 
that agency that put up the money? 

A You know, I think there is — I mean, that was in 

fact the conversation that Mr. Finnegan had with us to say 
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that that event does occur. In reality I have never been in a 
situation where that in fact occurred, that there was 
something that happened — say for NIH. Again, the government 
is a little different animal. 

No, I think it might be the case if you were doing 
a contract for a private company, I think that sort of 
restriction is fairly common when doing it for a company, but 
when you did it for a funding agency such as, usually CTR 
and/or NIH which represented more of a funding agent, that was 
their job to give out and distribute contracts and grants. In 
those cases I never really have seen any restrictions either 
in what you can do with those. It was more, it was more being 
polite to give the paper, for example, the manuscript to the 
funding agency before you published it rather than kind of 
like you had to. 

I've never, even with CTR, did I ever have 
something rejected, in other words, don't publish this because 
I don't like it. It never happened. It's never happened in 
over, I guess I have a hundred and ten or so, whatever 
publications, I've never been refused the publication of a 
paper because they didn't agree. 

Q Well, the provision in a contract that requires a 

researcher before he publishes to submit a manuscript to the, 
to the contracting agency, there's nothing improper with that? 

A Absolutely not. 

Q That doesn't necessarily imply that he's going to 

be unable to publish his results? 

A Absolutely. Most often — I've never had an 

instance where it was. 

Q That includes CTR? 

A That includes CTR. 

Q In fact, it simply gives the supporting agency the 

opportunity to make suggestions of an editing nature which may 
in fact be helpful? 

A Absolutely. 

Q Researchers — 

A Good point. 

Q Researchers often benefit — 

A Absolutely. When more people look at a paper and 

with different viewpoints and different eye, very often it 
becomes a better publication as a result of that and that's 
pretty standard. 

Q And ultimately when the researcher puts his name on 

the final product and submits it for publication, he is 
essentially saying that whatever suggestions he has accepted 
or rejected — 

A Correct. 

Q — are ones that he agrees with? 

A We agree. 

Q And the fact that somebody says you're overstating 

your results and suggests a different approach, it still is up 
to the scientific responsibility of the researcher to decide 
whether to agree to that or not? 

A Correct. 

Q Nobody at CTR ever put you in a position where they 

told you you had to make changes that offended your sense of 
scientific integrity; isn't that correct? 

A Yes. 

Q In fact, CTR consistently throughout this 

relationship with MAI and even for years after that encouraged 
you and Doctor Henry and Doctor Whitmire and the other 
researchers involved to publish your results? 

A Correct. 
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Q There was never any instruction that you should 

take results and bury them or suppress them or hide them from 
the world? 

A Nope. 

Q And in fact, the final report that you produced 

relating to this inhalation study contains those results for 
the world to see and any scientist who wants to know what you 
did to those mice and what happened to the mice, the 
information is there for them to see; isn't that correct? 

A It's correct the way you stated it. However, we 

did, when we wrote the final report, it was certainly not with 
the idea in mind that the world was going to see this final 
report. I mean, it was, it was very difficult — I mean, all 
it is is a compendium of tables and figures. So it was always 
going to be very difficult — I never expected to see this in 
the hands of whatever number, nine thousand people. It wasn't 
written with that audience in mind. It was written for a 
certain small people that were involved integrally in this 
study to such an extent that they would be able to interpret 
in some fashion what these data might mean because we didn't 
have enough time and were asked not to put much embellishment 
into this particular document. 

So this wasn't for human consumption. Now, on the 
other hand, this was, the 1986 paper, — 

Q The JNCI? 

A — the JNCI paper was for general distribution and 

was written with those thoughts in mind. So we had, we could 
put a certain amount of context. We still were asked to keep 
the context to the mice and specifically there and as you've 
said before, it didn't offend my — it offended my 
sensibilities a little bit but not my, my integrity. I never, 
there was nothing I didn't do or couldn't do that was wrong. 
It's just that I would have liked to have been able to explain 
in a little more detail so as to give even a lay person to 
understand what the heck was going on in a different sort of 
context, and I was a little disheartened that we didn't get a 
chance to put it in that context. 

Q But in terms of what you put in the final report of 

the inhalation studies, you didn't, you didn't not disclose 
any data in there or you didn't put anything in there that 
constituted a violation of your integrity as a scientist? 

A Absolutely not. 

Q And there was nothing that CTR could have done or 

did do to try and get you to compromise your integrity? 

A Absolutely not. 

Q They had paid umpteen million — 

A They never asked, I might add. There was never an 

intonation by anybody, Mr. Finnegan, Doctor Gardner, Doctor 

Kreisher, that was never even a comment by anybody that 
anything would have ever been changed or altered or asked not 
to do it. These were the data, this was the data that came 
out and this is what we stuck with. 

Q Your conclusion in JNCI that cigarette smoke was 

weakly carcinogenic in the mouse's lung, they never asked you 
to take that out? 

A No. 

Q And you wouldn't have taken it out if they had 

asked? 

A That's right, we wouldn't have published the paper 

if they asked and we would have had a fight right then. 

Q In fact, not only did they not ask you to take it 

out, they encouraged you to publish it and paid you and Doctor 
Henry for your time spent in writing that article — 
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A Correct. 

Q — even though they in fact didn't agree with the 

results? 

A No, sorry to say, they agreed exactly with the 

results. 


Q With the weakly carcinogenic? 

A Yes, they signed off on it. Doctor Gardner and 

Mr. Finnegan were there all the way through. This was only 
done with their assent. It was never done in 
contradistinction to those, to their opinion. 

Q Didn't they ask you to put in the JNCI article that 

these were not necessarily, the results were not necessarily 
concurred in by CTR? 

A Right. 

Q And that's because they weren't necessarily sure 

that they were concurring in those results? 

A That was never stated, I'm sorry to say, that 

comment, the first time that's ever been mentioned is you just 
mentioned it. 

Q Wasn't that in a letter that was sent to you that 

you and, and Doctor Henry had that you could, that you would 
publish the article and you would state very explicitly that 
the conclusions that you reached and Doctor Henry reached in 
the article were not necessarily the opinions of CTR — 

A Correct. 

Q — isn't that right? 

A Correct. 

Q Isn't that in fact in the published JNCI article — 

A Correct. 

Q — there in front of — 

A Correct. 

Q — you? 

A The connotation was — 

Q Let me just have an answer to that question. Isn't 

that right? 

A Absolutely, yes. But the connotation was in your 

question that I took it to mean the time before that that 
meant that there was in fact disagreement with this particular 
paper and that's where I said no, there's never been a 
statement to date — all they cared about is to make the 
statement that this, these were opinions from us, not them. 
They never said to us and to anybody, I've never heard it 
before ever stated that they disagreed with those conclusions. 
In fact, you're the first person who has ever told me that. 

Q Well, I didn't tell you that. My question to you 

is, they made it clear, though, that these were your 
conclusions? 

A Correct. 

Q These were not CTR conclusions? 

A Right. 

Q They made it clear to you — 

A We were the ones that did the study. 

Q You could publish your conclusions without 

hindrance by CTR? 

A Correct. 

Q All they asked was that you indicate that they were 

your conclusions and not CTR's conclusions? 

A Correct. 

Q That's because it was contract research and not 

grant research? 

A Sure. 

Q And there is a possibility that because it's 

contract research, people might think that CTR endorses it or 
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supports it when they might not; isn't that right? 

A Right, but actually that statement now appears in a 

variety of journals right now so it wasn't that — it was 
surprising perhaps that it occurred that early and that was 
the only time CTR ever asked us to put that statement in one 
of our publications, that is true, but nobody ever hinted to 
us or even said it or intimated to us that they disagreed with 
those conclusions that are in there. Nobody ever said that. 

I mean, we went through the whole thing obviously letter by 
letter and page by page and word by word and Mr. Finnegan and 
Doctor Gardner never said that they disagreed with those 
conclusions. 


Q Did they — in other words, they said you had a 
free hand to write whatever conclusions you came to; isn't 
that right? 


A I had a free — we all agreed that these were the 

conclusions. We — all four of us sat down and we all went 
through this thing, we were all concluding this, the paper, 
the conclusions that are in the paper. We had a free hand. I 
am not sure what you mean. 

Q Who was it that sat down and, and agreed? 

A Doctor Gardner, Mr. Finnegan, Doctor Henry and 

myself. 


Q This was when you were writing which article? 

A The 1986 paper, the JNCI article. 

Q This was in 1985? 

A I take it. 

Q You were then in New Haven at the time? 

A Yes, I guess that's right. 

Q Did this meeting take place in New Haven? 

A Which meeting? 

Q This meeting you are talking about where the four 

of you sat down and agreed on — 

A Oh, no, this was all done — actually it must have 

been done earlier than that because I don't remember — this 
was all finished before I ever went to New Haven, this paper. 

Q The JNCI article? 


A Yeah. 

Q Would it surprise you that in fact the article was 

not agreed to be paid for until 1985? 

A Not agreed to be paid for? 

Q Isn't it a fact that the article was not written, 

your time which was billed for the writing of this article was 
not incurred until 1985? Is it your testimony that that's not 
right? 

A I actually don't — I don't remember. I didn't 

realize — I don't remember the dates. 

Q Do you have a clear vision of sitting down with 

Doctor Gardner and, and Tim Finnegan and talking about the 
conclusions of this? 

A Yes. 

Q And that was in connection with the JNCI article? 

A Yes, and it took place in Bethesda, Maryland. 

Q You clearly remember that? 

A I think, yes, I think it's Bethesda, Maryland. It 

wasn't in New Haven if that's what you mean. 

Q Isn't it a fact. Doctor Kouri, that Doctor Gardner 

was dead when you first started writing the JNCI article, that 
he wasn't at any meeting with you discussing any things, 
you're just making that up; isn't that true? 

A Pardon? 

Q Isn't that true, that you don't have any 

recollection of sitting down and discussing the JNCI article 
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with Doctor Gardner because he was dead before you started 
writing the JNCI article? 

A No. 

Q You have a clear recollection of him being there? 

A I have a clear recollection of him being there. 

Q Okay. The time you spent writing the JNCI article 

was time that you billed CTR for; isn't that right? 

A Yes. 

Could I ask a question? When did Doctor Gardner 

die? I don't remember. 

Q If you have a clear recollection of him being alive 

in 1985, then it was obviously after that. 

A I didn't say that, I didn't say '85, I said I had a 

clear recollection of him being there at the meeting in which 
these were discussed. That's what I answered. 

Q You have a clear recollection of him being there 

when the conclusion weakly carcinogenic in your draft JNCI 
article was being discussed? 

A Now we're talking about one specific event. Let's 

say the discussion of the paper, the contents of the paper was 
discussed by Doctor, with Doctor Gardner, with Mr. Finnegan, 
with Carol Henry at offices in Bethesda, Maryland. Now, I 
don't remember what the date was. Obviously if Doctor Gardner 
passed away in 1985, it had to be pre-1985. That's all I 
said. I'm sorry if I couldn't remember precisely what date. 
Obviously I could not have met with Doctor Gardner if he were 
dead. 


Q The issue is do you remember when it was you 

started writing the JNCI article? 

A Probably similar to when we were analyzing the data 

for this. This would have been 1984. 

Q Well, that document, the JNCI article was not 

written for over a year after the submission of the final 
report; isn't that correct? 

A I think that's the case. 

Q So the final report was submitted in February of 

1984? 


A Yes. 

Q So the JNCI article was not written until the 

middle part of 1985 and was not published until 1986? 

A I don't, I don't remember the numbers. I do 

remember, I think you'll see even there that verbatim there 
are statements, paragraphs, taken right out of this report 
that's found its way into the paper, the 1986 paper. So this 
was a continuation, a continuing process going from here to 
the paper. 

Q But nowhere, nowhere in the final report is your 

conclusion about cigarette smoke being weakly carcinogenic in 
the mouse's lung? That was your principal conclusion, was it 
not, in the JNCI article? 

A Yes. 

Q That nowhere appears in the final report; isn't 

that right? 

A Actually I don't know, I don't remember it that 


way. 

Q So — 


A 

Q 

A 

not here. 
Q 

were not 
report? 


I haven't read it to that level. 

So you don't know today whether that — 

That statement is not here? I don't know if it's 
I actually don't know. 

I thought you had testified this morning that you 
allowed to express that conclusion in the final 
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A No, no. 

Q You in fact were allowed to express your 

conclusions in the final report? 

A Sure. We probably didn't have all the analysis 

done. I can't even, I can't tell you that. 

Q So whatever Tim Finnegan told you about the final 

report, it was not that you had to keep out your final, your 
conclusion — 

A Right, right. 

Q — you were free to include the conclusion? 

A Sure. 

Q You were free to include the conclusion in the JNCI 

article? 

A True. 

Q That's a conclusion that was not forced on you by 

CTR? 

A The weakly carcinogenic? 

Q Yes. 

A Was not forced? 

Q Well, you weren't forced to arrive at any 

particular conclusion, that was a conclusion that you arrived 
at on your own according to your analysis of the data; isn't 
that right? 

A And — well, — I'm not sure which way — say that 

again, I'm sorry. 

Q Well, the conclusion that you reached was your own 

conclusion, it wasn't imposed on you by Doctor Gardner — 

A Oh, yeah. 

Q — or by Tim Finnegan? 

A No, it wasn't imposed, it was agreed by all of us 

that that was the conclusion. 

MS. NIAL: Would this be an appropriate point 

to take a break? 

MR. MERRITT: Yeah. 

MS. BAUER: Off the record at 3:00 p.m. 

(Thereupon, a recess was taken). 

MS. BAUER: Back on the record at 3:19. 

Q (By Mr. Merritt) Doctor Kouri, you testified this 

morning that when you looked at the Blue Book the first time 
and saw the Foreword by Doctor Sommers, that it struck you as 
odd that it was Doctor Sommers and not Doctor Gardner; do you 
recall that? 

A Yes. 

Q Isn't it a fact that Doctor Gardner was in fact 

dead and therefore unable to write a Foreword or anything else 
at that point? 

A That's certainly true. I forgot. 

Q Is it a fair statement to say that your 

recollection in terms of specific dates, in some cases even 
years is not — 

A Sure. 

Q — as precise — 

A Umh-humh. 

Q — as it once was? 

A Yes. 

Q This was a long time ago? 

A This was a long time ago. 

Q And there are things that, that you may not be 

perceiving in terms of its exact chronological order; isn't 
that correct? 

A Correct. 

Q Now, I would like to focus again on the, on the two 

inhalation studies that comprise the major part of the Blue 
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Book and the final report that you prepared. The first one 
was a study called CTR100 which involved 2A1 cigarettes, these 
were high tar, low nicotine cigarettes? 

A Correct. 

Q The mice were exposed for approximately twelve to 

fifteen months? 

A I think that's right, eighty-eight weeks, is that 

what it was? Something like that. 

Q You would have to do the math on it. 

A Actually I don't remember it myself. I thought 

that's what I looked at last night to be honest with you. 

Q It was approximately half to two-thirds of a 

lifetime, — 

A That sounds right. 

Q — of a mouse lifetime? 

A That's right. 

Q Mice live about two and a half years, this strain 

of mice lived about two and a half years. 

In addition to the exposure which involved having a 
group that were exposed to smoke, a group that were called 
sham exposed, they were put in the machines but not actually 
exposed and then a third group which was the shelf control, — 

A Correct. 

Q — in addition to those three groups, there were 

also three groups which were treated with a chemical 
carcinogen, in this particular case methylcholanthrene; isn't 
that correct? 

A Correct. 

Q And the purpose of that particular study was what 

as opposed to just the simple smoking experiment? 

A It was an attempt at that time to see if we could 

somehow hasten or progress or alter the kinds of tumors that 
might be induced by a known chemical carcinogen by followup 
treatment with cigarette smoke, exposure to whole cigarette 
smoke. 

Q Were these essentially promotion tests? 

A Well, at that time it was thought to be promotion, 

I should say in retrospect now because hindsight is a hundred 
percent now, methylcholanthrene obviously is what they call a 
whole chemical carcinogen, it has initiating and promoting 
activity itself. So it probably wasn't a great idea to have 
used that compound in an initiation promotion assay. 

Q At that time and I guess is still true today, a lot 

of people believe that cancer is at least a two-step process? 

A At least. 

Q Something initiates the mutation in the cell and in 

the cell's DNA which makes a tumor possible but doesn't create 

the tumor and then something else promotes it and causes it to 
grow to become a tumor? 

A Correct. 

Q That's a layman's overgeneralization. 

A That's fine. 

Q But it's a two-step process of initiation and then 

promotion? 

A There are probably multiple steps in between there 

and subsequent to promotion as well. 

Q And wasn't part of the thinking behind this 

methylcholanthrene portion of CTR100 that this would test 
whether mice who had had cancer essentially initiated through 
the chemical carcinogen, whether exposure to smoke would 
promote it, — 

A Correct. 

Q — would provide that second step? 
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A 

Q 

inhalation 

carcinogen 

A 

Q 

A 

Q 

different 

A 


Correct. 

And that same format was used in the second 
study, 101A, was it not also, only a different 
was used? 

Right. 

And in 101A, it was benzo(a)pyrene? 

Correct. 

And 101A was different from 100 in the sense that 
cigarette was used; isn't that right? 

Yes. 


a 


Q 2R1 ? 

A Right. 

Q In the second, the lifetime study? 

A Correct. 

Q And that 2R1 is a high tar, high nicotine? 

A Correct. 

Q Whereas in the earlier one it had been high tar, 

low nicotine? 

A Correct. 

Q In 101A the animals were exposed for essentially 

their entire lifetime? 

A Correct. 

Q And according to your original proposal, the idea 

was to try and give them, although obviously there's some — 
let me withdraw that. 

According to your original proposal, the plan was 
to try to expose them in a way that would be comparable to a 
human smoker smoking three to four packs a day; isn't that 
correct? That was sort of the target analogy that was being 
sought? 

A That might be the case. Actually I don't remember 

the numbers so — 

Q There was an attempt to try and translate — 

A To a significant amount of tar. 

Q Yeah, to translate the experience of a moderate 

smoker, human-wise, to a, to a mouse in terms of the exposure 
the mouse would have? 

A If I may — 

Q Let me have an answer if I could to that question. 

Is that yes or no and then you can answer. 

A I can't — ask the question one more time, then. 

Q The goal was to try and develop a mouse exposure 

that would be comparable, as comparable as you could make it 
to a moderate human smoker? 

A Yes. 


Q And that obviously had some difficulties and 

pitfalls because you are not dealing with a human smoker, you 
are dealing with a mouse? 

A Correct, and that's actually what I wanted to say. 

We found it very difficult to figure out how to conclude, how 
to measure that. Did you want to do it on per surface area on 
a lung because the human has a huge surface area as opposed to 
the mouse, it's quite, it's quite different, or do you want to 
do it per lung or per wet weight. There was a variety of ways 

to try to compare that. We could come up with numbers that, I 

know I can remember this, that changed from only a couple 
cigarettes' worth of tar per mouse was actually impinged as 
opposed to all the way up to, you know, two and three packs 
per day depending on the denominator that we used, per gram 
what weight of tissue or per unit surface area or per just 
total lung volume itself, total lung. So it was not clear how 
we should come to that conclusion. We wanted to do more work 

or try to do some more analysis on that and we just never 


http://legacy.library.ucsf.©du/tid/vtyH|^MM3^fndustrydocuments.ucsf.edu/docs/syhl0001 



ended up doing it. 

Q But the reason you're going through all these 

calculations and all of these exercises — 

A To try to make them as comparable as we could. 

Q Let me ask you, if you could — 

MR. MERRITT: Off the record for a second. 

MS. BAUER: Off the record at 3:26. 

(Discussion off the record) . 

MR. MERRITT: Can you mark this as the next 

exhibit. 

(Document was marked Kouri 
Deposition Exhibit No. 19). 

MS. BAUER: Back on the record at 3:27. 

Q (By Mr. Merritt) I've just handed you a document 

entitled — it has on the front to Microbiological Associates, 
and the first page is a February 28, 1984 letter from Carol 
Henry and Richard Kouri to Vincent LiSanti at CTR. Do you 
recognize this document? 

A Yes — actually, I don't have the letter to Vince 


LiSanti, 

though. 

MR. 

. MERRITT: 

: Let' s 

go off the record for a 

second. 

MS . 

. BAUER: 

Off the 

record at 3:28. 


(Discussion 

off the 

record). 


MS . 

. BAUER: 

Back on 

the record at 3:29. 

Q 

(By Mr. 

Merritt) 

Do you 

recognize Exhibit 19 as 


the final report that was prepared for CTR Contract 30? 

A Yes. 

Q This was a report that was written by you and 

Doctor Henry; is that correct? 

A Correct. 

Q And it represents the findings and a description of 

the methodology of the inhalation studies that were done, all 
of the inhalation studies that were done under Contract 30 by 
MAI? 

A Correct. 

Q Okay. Let me ask if you would look at Page 42. 

A Yes. 

Q This is the beginning of a section that deals with 

the first of the two inhalation studies that we have been 
talking about, CTR100? 

A Yes. 

Q And this shows, does it not, that the study started 

in June of 1977? 

A Yes. 

Q And that study ran to completion? 

A To completion, yes. 

Q I mean both of these studies, both CTR100 and 101A 

ran to completion; is that correct? 

A To their scheduled completion, yes. 

Q Now, the results of these, of the CTR100 were 

essentially negative in the sense that none of the animals 
that were exposed to the test cigarette that was being used in 
that study developed any lung cancer; isn't that correct? 

A Correct. 

Q And with regard to the mice that were treated with 

methylcholanthrene, the mice that were smoked actually had 
less cancer, less lung cancer than the ones that, that were 
not smoked; isn't that correct? 

A I think that's true. I don't remember the actual 

numbers myself. Yes. 

Q So at least in terms of this one study which was 

not a lifetime study but was a long-term study, the results 
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were negative in terms of the ability to create through smoke 
inhalation lung cancer in animals; isn't that correct? 

A Right, it was not — however, I should say that 

that was not an endpoint to the study, that is cancer in the 
smoke exposed animals. We knew if we exposed animals for 
eighty-eight weeks, the probability of generating cancer we 
thought was going to be fairly small for a compound with a 
weak, with a potentially as weak carcinogenic effects as whole 
cigarette smoke. 

Q One of the purposes of the study — 

A Just, just to check to see if we could find some. 

We didn't really expect to see much in that period of time. 

Q But on the 101A which was the subsequent study, — 

A Correct. 

Q — the full lifetime study, it was your expectation 

that you would be able to produce lung cancer in the animals? 

A We were trying, we were trying. 

Q Now, let me ask you to turn to, let me ask you to 

turn to Page 101. 

A Yes. 

Q This is the portion of the book that, that 

describes the results of CTR101A; isn't that correct? 

A Correct. 

Q That was a study that was started in September of 

1978 and concluded in approximately the middle of 1981? 

A I think that's right. 

Q Okay. Now, it was during sort of midterm of this 

particular study that CTR decided not to do any further 
inhalation studies; isn't that correct? 

A I think that's right. 

Q And in fact, it was, there was a meeting in June of 

1980 at the, of the subcommittee which was sometimes called 
the Executive Committee of the SAB that oversaw MAI projects 
at which the discussion was raised as to whether or not this, 
these studies should be continued; isn't that correct? 

A Is that the document we were talking about before? 

What document are you referring to? I don't specifically — 

Q Well, I will, I will see if I can refresh your 

memory on that. 

(Document was marked Kouri 
Deposition Exhibit No. 20). 

Q (By Mr. Merritt) I am showing you a document 

that's been marked as Exhibit 20 which is entitled Executive 
Committee and Contract Committee Meeting, Friday, June 20, 
1980, at 9:00 a.m., and consists of agenda and report. 

A Okay. 

Q Does that refresh your recollection that there was 

a meeting — 

A Yeah, umh-humh. 

Q — in June of 1980 at which the purpose was to 

decide whether or not CTR inhalation work with MAI should 
continue beyond 101A? 

A Correct. 

Q And you and Doctor Henry both came and made a 

presentation to the members of the SAB that were present 
there? 

A Yep. 

Q And that was Doctor Bing, Doctor Feldman, Doctor 

Gardner, Doctor Jacobson, Doctor Meier — 

A (Nodding head affirmatively). 

Q — and Doctor Sommers who would normally have been 

there was not present at that meeting? 

A Correct. 
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Q You recollect that meeting? 

A Yeah. 

Q It's also true, is it not, that there were no 

lawyers present at that meeting? 

A I don't remember that. I don't think there was. I 

think actually it would have been here if there were. 

Q But there was — Doctor LiSanti and Doctor Gardner 

were also there? 

A Yes. 

Q Do you recall that at that meeting one of the 

issues that was perplexing the SAB was the fact that the 
continued, the third inhalation study that was going to, that 
you and Doctor Henry wanted to perform was going to require an 
additional four and a half million dollars of CTR funds; do 
you recall that dollar amount being your estimate? 

A That sounds right. 

Q Okay. And it was going to require a three-year 

commitment on the part of CTR? 

A Correct. 

Q And you recall, do you not, that in the months 

prior to this meeting, there had been some concern expressed 
by CTR over the fact that MAI was going to either have to 
renew its lease and require CTR to commit to a full three 
years or it was going to have to move animals to a different 
laboratory because its current lease was ending? 

A Umh-humh. 

Q Do you recall that? 

A Umh-humh. 

Q You recall that there were some people at CTR that 

were somewhat upset about that because they didn't learn about 
it until February of that year? 

A Right. Actually so did I, I was upset as well. 

Q Because you hadn't learned about it? 

A I hadn't heard it either. 

Q In fact, the CTR had, a good portion of what CTR 

had invested in these studies over the year had been spent in 
fitting out about eight thousand square feet of MAI 
laboratory? 

A Correct. 

Q Do you recall also that there was concern expressed 

at this meeting about the possibility that a third inhalation 
study would only produce a negative result, in other words 
would not succeed in producing what some people on the SAB 
felt was the intended hope which was humanlike lung cancer? 

A I don't remember that. That could very well have 

been a concern. 

Q Okay. Wasn't, wasn't it in fact the case that a 

lot of people at CTR wanted an animal model that would produce 
not just lung cancer but squamous cell carcinoma? 

A It never was stated that way. 

Q Well, isn't it — squamous cell carcinoma was as of 

this time the form of lung cancer that was most commonly 
associated with smoking in humans; isn't that right? 

A Bronchogenic squamous cell carcinoma. 

Q But squamous cell carcinoma? 

A The only reason I make a difference here is that 

the mouse doesn't get the same kind of squamous cell carcinoma 
that a human gets, that it's purported that humans get in 
exposure to cigarette smoke. So squamous cell carcinoma was 
just a type of tumor that represented, that certain of the 
cell types in a mouse, you know, could become carcinogenic. I 
don't think it was anything unique that it had to be cigarette 
smoke that caused that effect or not cigarette smoke. We knew 
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we weren't going to get bronchogenic squamous cell carcinoma 
anyway because that mouse didn't get it. 

Q But the mouse did get squamous cell carcinoma? 

A Right, but it got it in the wrong spot from a human 

point of view. 

Q But it got squamous cell carcinoma? 

A Right, it just happened to get it in the wrong 

spot. That means the physiology is different enough to not to 
get, that it's not really comparable, but we had to live with 
that. 

Q Now, as of the time that this meeting took place in 

June of 1980, the ongoing 101A which was then about a year and 
a half into it had not in fact produced any lung cancers that 
were associated with smoking; isn't that correct? 

A And we didn't expect any. 

Q Well, whether it was expected or not, the tumors 

that were being produced by the study at that point, and there 
were some, were not tumors that you regarded as associated 
with smoking? 

A No. 

Q So the results — 

A No, I meant I don't think I agree with that 

comment. 

Q Okay. 

A At June of 1980 from my recollection, that's about 

the same distance that the original study with the 3A1 or the 
2A1, the low alkaloid cigarette went. Right? So we already 
knew that up to this time that smoke alone was likely not 
going to cause a biological effect of and by itself. I think 
you will even see in the agenda here that the experiments that 
are being updated are Experiment 100, female mice 3MCA 2A1 and 
100 female mice benzo(a)pyrene 2R1. In other words, we had 
data on the carcinogen induced tumors but we didn't have any 
data on the smoke alone. In fact, we didn't expect to have 
any. 

So this decision not to continue was done before we 
knew we did or did not have a biological effect on cigarette 
smoke exposure in these animals. 

Q So it's your testimony that the decision could not 

have been affected by a concern one way or the other about the 
results? 

A Correct, we didn't know, we didn't have them yet. 

Q And the decision was not to stop 101A but to simply 

not do the next one in line which was 1, would have been 
called 101B? 


A Something like that, yes. 

Q So it certainly was not the SAB's concern about 

what the results of 101A were that motivated them — 

A Right. 

Q — because they were going to allow 101A to 

continue to completion; isn't that right? 

A As a result of this meeting I would say yes. 

Q And in fact it did, CTR did, even though CTR 

decided not to do a third study, not to do 101B, it allowed 
101A to continue to completion sometime the following year? 

A Right. 

Q And at that particular time the results were known 

but the results were not known when the SAB made its decision 
in June of 1980? 


A Correct. 

(Document was marked Kouri 
Deposition Exhibit No. 21). 

Q (By Mr. Merritt) Doctor Kouri, before you look at 
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that, I don't want to have you read that cover to cover right 
now. Let me go back to a question I asked you a few minutes 
ago. Isn't it a fact that in your original proposal for 101A, 
you were assuming that there would be approximately a two 
percent squamous cell carcinoma incidence in the smoke exposed 
mice versus a zero incidence in the nonexposed mice and that 
that was the assumption upon which you made certain 
projections? 

A You know that sounds right, I actually didn't 

remember that until you just said it but I recollect that 
that's generally what we had hoped. 

Q That was important because at least to some people 

at CTR, the fact of squamous cell carcinoma was important 
because that, although in a different location, is the type of 
carcinoma that human smokers get? 

A Human smokers get alveologenic adenocarcinomas to 

almost the same extent, just slightly smaller than 
bronchogenic squamous cell carcinomas. 

The two kinds of tumors that we're describing here 
are squamous cell carcinomas and adenocarcinomas. The two 
most prevalent tumors in humans, when exposed to cigarette 
smoke, are in fact squamous cell carcinoma and adenocarcinoma, 
and the third one is called oat cell carcinoma. Mice do not 
get oat cell carcinoma because they do not seem to have the 
equivalent of an oat cell. They get, they can get squamous 
cell carcinoma and they can get adenocarcinoma but they don't 
get it in the same location that humans get it in most often. 

So there are two smoke associated tumors in humans, 
adenocarcinoma and squamous cell carcinoma. It is true that 
there are slightly more squamous cell carcinomas in humans 
than there are adenocarcinoma, but in general there might be, 
say forty percent are squamous cell and twenty-five percent is 
adenocarcinoma or something like that. I mean, I could be 
wrong by a little bit but you could look it up. You'll see 
it. 

Q But Doctor Kouri, going back to when this happened 

in the late 1970s, isn't it a fact that a lot of people didn't 
believe that adenocarcinomas were associated with smoking in 
the 1970s as opposed to what you may have heard or read since 
that time? 

A It would, it was about that time in which that — 

now we're talking about within a couple of years. Let's say 
at that time, early eighties was in fact the realization that 
a variety of tumors were associated, lung tumors were 
associated with exposure to smoke. Now, we can go back in the 
literature and look it up, and I would, I would bet that about 
'80, perhaps even earlier there were articles in the 
literature that showed correlations between whole cigarette 
smoke and incidence of adenocarcinoma. 

Q But isn't it a fact that it wasn't until into the 

eighties, several years into the eighties that the Surgeon 
General for the first time identified adenocarcinoma as 
something that was associated with smoking whereas squamous 
cell had been thought to be associated with smoking for 
decades; isn't that right? 

A I can't answer that. I don't know. 

Q And in fact, when you made your projections for 

this study, you were assuming that you would get a two percent 
difference in squamous cell carcinoma between the smoked and 
the nonsmoked mice? 

A Fine. I didn't remember the numbers but okay. 

Q Isn't it a fact that there were scientists on the 

SAB for whom squamous cell carcinoma was really the target 
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type of carcinoma for an animal model? 

A I don't know that. 

Q Let me — isn't it a fact that in your reports that 

you were giving to CTR, your interim reports during 1980 and 
1981, the only carcinomas that you were seeing in the mice, in 
the smoked mice or in the sham exposed or control mice were 
adenocarcinoma? 

A Correct. 

Q And that these are tumors that in fact are 

expressed spontaneously by mice even if you do nothing to 
them? 

A Correct. 

Q And in fact, approximately five percent of the mice 

that were just sitting on the shelf in the lab and that 
weren't having anything done to them were getting 
adenocarcinoma? 

A Correct. 

Q These are called spontaneous tumors because they — 

A They had no etiology. 

Q Nothing has to be done to the mouse for them to 

have it, they get them essentially genetically; isn't that 
right? 

A Correct. 

Q Isn't it a fact that you consistently referred to 

these tumors throughout the period of time in which you were 
reporting on the results of 101A as not associated with 
smoking? 

A Pardon me? 

Q Isn't it a fact that you consistently, during the 

course of 101A when the mice were beginning to get 
adenocarcinomas, described them in your own reports as tumors 
that were not associated with smoking? 

A I guess I would have to see that. 

Q Well, — 

A No, I don't remember ever stating that. I mean, I 

don't remember making that statement. If I did, I wouldn't 
have known why we did that. We didn't know what was 
associated with smoking and not associated with smoking. 
Certainly when it came on earlier, that would have been — 
even if I had done it, I would think it would have been 
premature to say that this was or was not associated with 
smoking. 

Q But in fact, isn't it true that neither you nor 

Doctor Henry nor anybody at CTR thought that adenocarcinomas 
were smoke associated or smoke related? 

A Absolutely not. 

Q So you wouldn't have ever described them as not 

smoking related in your reports; is that right? 

A I — if I did, I don't think I should have because 

I don't know that. In fact, I don't even know that now. 

MR. MERRITT: Next exhibit, please. 

(Documents were marked Kouri 
Deposition Exhibit Nos. 22 
and 23). 

(Witness reviewing documents). 

A Yes. 

Q (By Mr. Merritt) Let me ask you if you would. 

Doctor, to look first at Exhibit 23 which is a May 9, 1980 
letter report to Doctor Gardner signed by Richard Kouri and 
Carol Henry. Do you recognize this as a report that you 
prepared to the SAB or I beg your pardon, a report that you 
prepared to CTR on or about May 9, 1980? 

A It looks to be, yes. 
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Q This was in fact just a few weeks before the June 

1980 meeting of the Executive Committee that we were talking 
about a few minutes ago? 

A I guess that's right. 

Q This was in fact the most recent status report on 

the progress of 101A as of the time the SAB made its decision; 
is that correct? 

A I'm sorry? 

Q This would have been the most recent report on the 

status of 101A as of the time — 

A No, we presented it then at that meeting, the most 

recent. 

Q Prior to the, prior to the meeting. 

A Oh, yes, this would have been the one in front of 

it. 

Q Now, as of the time that this report was prepared, 

if you would look on Page 3, you were seeing in the mice some 
adenocarcinomas, isn't that correct, at least one at that 
point? 

A Where are we? 

Q On Paragraph 4, do you see that? 

A Yes. 

Q Yet you reported, did you not, in Paragraph 3 above 

that the only smoke associated lesions observed are low levels 
of PAMA and congestion; — 

A Umh-humh. 

Q — isn't that correct? 

A Right. 

Q PAMA being pigmented alveolar macrophage 

accumulation? 

A Right. 

Q And that's not a form of cancer, right? 

A Correct. 

Q That's — nor is lung, nor is congestion a form of 

cancer? 

A Correct. 

Q In fact, you went on to say that there were no 

malignant lung lesions had been observed in either the smoke 
or sham animals at that point. 

A Okay. 

Q But the fact was that there was adenocarcinomas at 

that point which you did not regard as a smoke associated 
lesion; isn't that right? 

A I guess what we're talking about here is a matter 

of semantics. There was one tumor found, and I'm sure that 
wasn't statistically significant from zero. 

Q You found one tumor and that was — 

A I don't even know where it was. 

Q But it was an adenocarcinoma, right? 

A It was an adenocarcinoma, at least that's what it 

says here. I don't know what the data are so it's tough to 
say what that refers to. Again, this is taken out of a 
context of having described these data at length previously 
and then this was a summary of those data and I don't have the 
data in front of me so I don't know what that refers to. In 
fact, that could have been on the shelf control for all I 
know, right? 

Q Well, it's your report, not mine. 

A Well, I can't tell from this. 

Q Let me ask you now to look at Exhibit 22, this is a 

few weeks later. 

A Yes. 

MR. SCHEINER: Let's go off the record for a 
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minute. 


MS. BAUER: Off the record at 3:54. 

(Thereupon, a short recess was taken). 

MS. BAUER: Back on the record, 3:56. 

Q (By Mr. Merritt) Let me refer you to Exhibit 22 

which is a progress report for CTR-30 for the period September 

1, '79 through August 31, 1980, which has been marked as 

Exhibit 22. Do you recognize that as the status report for 
the inhalation studies that were prepared, that was prepared 
in, in or around August or September of 1980? 

A Yes. 

Q This is several weeks after the document you just 

testified about? 

A Right. 

Q As of this particular time, if you look at Page 40, 

the mice that had been exposed to smoke had a total of six or 

had a total of three adenocarcinomas, isn't that correct, at 
that time? 


A Yes. 

Q And if you look back on, at Page 3 in the text you 

find there were in fact a total of six lung carcinomas that 
were observed in both the smoke and sham exposed animals? 

A Correct. 

Q You can also — and these were adenocarcinomas or 

ones that are described in your terminology as AAC; isn't that 
right? 


A Correct. 

Q That stands for alveolar adenocarcinoma? 

A Correct. 

Q Now, in fact, as of that time, even though there 

were six lung carcinomas, six adenocarcinomas among both the 
smoked and the sham mice, you nonetheless said, quote, the 
only smoke associated lesion observed to date has been the 
accumulation of pigmented alveolar macrophages or PAMA; isn't 
that right? 


A That's right. 

Q So as of the time you wrote this report in 

September of 1980, you did not regard those adenocarcinomas as 
smoke related? 


A No, that's not what it says. It says the only 

smoke-related lesion observed was PAMAs, I agree with that. 
What we found is there was the same number of alveologenic 
adenocarcinomas in the sham as there were in the treated so 
therefore they were not smoke related. That does not say that 
alveologenic adenocarcinomas are not smoke-related, it just 
happens to state that those two were not significantly 
different from a statistical point of view and therefore they 
weren't a smoke-associated lesion. 

Q So — 

A Up to that time. That's all it says. 

Q So you were doing a statistical analysis and 

comparison on these things as you went along in, in — 

A I don't think you had to when you see 2, 2 and 3 

for the noncompressing nodule, this is the ANCN, the 
compressing nodule, ACN, and the AC are all these AACs. You 
can see — we had a tendency to lump these together. We 
didn't know it at the time but later we proved that those 
particular kind of lesions could progress to overt 
alveologenic adenocarcinoma and you could see the 2, 2 and 3 
was obviously not a difference between 2, 2 and 3. So I don't 
think it took much of statistics to figure out that those were 
not statistically significant and therefore they were not a 
smoke-associated lesion. 
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Q Well, except — 

A At that time. 

Q — you don't say anywhere in this paragraph that 

your conclusion that they're not smoke associated is based on 
their relative comparison. In fact, you don't even mention in 
this paragraph — 

A That's true. 

Q — the numbers for the smoke and the sham? 

A That's true. 

Q You simply say that there have been six lung 

carcinomas which you know to be adenocarcinomas but you don't 
consider them at that time to be smoke associated? 

A Correct. 

Q I take it there was also at this point in time no 

squamous cell carcinomas; isn't that right? 

A Correct, although it would have been here. Well, 

yes. We did not find it. 

Q Let me now — mark this. 

(Document was marked Kouri 
Deposition Exhibit No. 24). 

Q (By Mr. Merritt) Moving ahead several months, I am 

now handing you Exhibit 24 which is a progress report for 
Contract 30 prepared by Carol Henry and a number of other 
doctors, including yourself, dated March 15, 1981. 

A Correct. 

Q And I would like to direct your attention to 

Paragraph, to Page 1 of this document. 

A Umh-humh. 

Q You recognize this as a progress report that you 

submitted to CTR in about March of '81? 

A It sounds right. 

Q Now, once again, you recite, do you not, in the 

second sentence of the bottom paragraph on Page 1 that the 
only smoke-associated lesion observed to date has been the 
accumulation of pigmented alveolar macrophage or PAMA? 

A Correct. 

Q You also note at that point that eight alveolar 

adenocarcinomas have been observed in the smoke group compared 
to only two in the sham exposed group. 

A Correct. 

Q So at this point the smoke animals had four times 

as many as the sham exposed? 

A Right. 

Q Which is more than the final total that you, is a 

higher percentage difference than the final total as you 
describe in your JNCI article? 

A Right. 

Q And yet you still did not describe those 

adenocarcinomas as smoke related? 

A They were not statistically significant 

differences, those numbers, so therefore they were not smoke 
associated. 

Q Even though they are adenocarcinomas and there is a 

clear difference between the smoke and the nonsmoke group. 

A Right. 

Q Isn't it a fact that you didn't regard them as 

smoke associated because adenocarcinomas were not generally 
regarded as smoke associated in 1978 and '79 — 

A No. 

Q — and 1980? 

A No, at least I think we stated exactly this way 

because we didn't know what was smoke associated and what was 
not and rather than a preconception, we would not state that 
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they were different or smoke associated unless they proved 
statistical significance. 

We were trying to — these are very difficult 
studies here. These are snapshots of a very complex study 

done for a long time and we didn't even know exactly how we 

were going to be able to analyze the data because — again, 
you're going to — this study is, was a very complex study, it 

was designed in mind to shake down the equipment for a 

lifetime study. An ancillary objective with this experiment 
was in fact to see if we could keep enough animals long enough 
that they could possibly express some disease phenotypes that 
might be associated with lung cancer, with smoke exposure and 
especially in the lung itself. 

So we didn't know what to expect actually, and so 
up front I think it would have been — I mean, even if we had 
said it right now, it would have been premature to call 
things — the only reason why it was smoke associated, the 
PAMAs, is the only PAMAs virtually we ever found were on smoke 
exposed animals and it was pretty obvious that the smoke was 
going where we wanted it to go so it is indicating that it was 
there. But in terms of the actual tumors — as a matter of 
fact, in retrospect, I probably — it says fibrosarcomas, I 
don't know what the data are here, I guess maybe it is, but 
there might have been already more fibrosarcomas in the smoke 
associated group than the sham. Again, we didn't call that at 
this time smoke associated, we didn't know, but in retrospect 
when we actually analyzed the data, you know, virtually two 
years after this, those fibrosarcomas were highly 
significantly associated with smoke exposure. We don't know 
why necessarily but they are. But we didn't have 
preconceptions, we didn't try to make conclusions before we 
had all the data in front of us. At least I tried not to. 

Q Isn't it a fact that the reason you didn't regard 

adenocarcinomas as smoke associated at this point in time was 
that the animals sitting on the shelf that hadn't been exposed 
to any smoke at all were getting them at the rate of almost 
four percent which was three times the rate that the smoked 
animals were? 

A No, no. I'll repeat, your beginning statement there 

is incorrect. We didn't have a preconception of what was 
smoke associated and what was not. So I didn't care 
necessarily what it was, and the sham, the shelf animals we 
knew was an inappropriate control for any experiment here 
because they were virtually a different species by that time 
because they were already growing at almost twice the rate as 
the, both the sham and the shelf. So that they were fed, you 
know, chow ad libitum, whatever they wanted, and so therefore 
they were pretty fat and happy and we knew that those animals 
were going to be a very difficult group to try to compare at 
all but we felt we had to keep that particular group of 
animals as a control anyway because somebody was going to ask 
us why didn't we just keep some on the side. We knew that 
wasn't an effective comparison and never assumed we were going 
to compare the sham and the smoke groups to the shelf, at 
least not from a smoke point of view. The correct control was 
sham, and that was it, not shelf. 

Q But you did have a shelf group? 

A Of course. 

Q And the shelf group was in fact mice that had not 

been exposed to smoke? 

A Correct. 

Q They were sitting in cages on a shelf somewhere in 

the laboratory? 
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A Correct. 

Q And they got adenocarcinoma at the rate that mice 

genetically get it spontaneously; isn't that right? 

A Correct. 

Q That rate almost from the beginning of this study 

was always higher than the rate that you saw either in the 
smoked or in the sham; isn't that correct? 

A I don't know that. I don't think I ever did the 


analysis. 

Q It certainly was the case as of March of 1981 when 

you submitted this report; isn't that right? 

A Well, you said it might have been for that. 

Q Isn't that right there in front of you, 3.8 

percent? 

A Right, I've said before we've never made a 

comparison between shelf and sham and smoke because it's an 
improper comparison. 

Q Isn't that what you're doing, aren't you in fact 

comparing them right here in Exhibit 24, you say 8, 
parentheses, 1.4 percent, alveolar adenocarcinomas have been 
observed in the smoke exposed group compared to 2, 
parentheses, .5 percent, and 6, parentheses, 3.8 percent, for 
the sham exposed and the shelf control groups respectively. 

A Right. 

Q Aren't you in fact comparing them? Aren't you in 

fact comparing them? 

A Yes. 

Q And isn't it — in fact, the comparison shows that 

the shelf control group are in fact getting substantially more 
of these adenocarcinomas, these spontaneous group — 

A I can't conclude that. 

Q You need to let me answer, finish the question 

before — 


A I'm sorry. 

Q Isn't it a fact in this very sentence where you 

compare them, the shelf group are getting them at the rate of 
almost four percent and the smoked are getting them at only a 
little more than one percent; isn't that a fact as you have 
written in your own words in this document? 

A Correct. 

Q Okay. 


MS. BAUER: This ends Tape No. 2 of the 
deposition of Doctor Kouri. The time is 4:08 p.m. 

(Thereupon, a short recess was taken) . 

(Document was marked Kouri 
Deposition Exhibit No. 25) . 

MS. BAUER: This is Tape No. 3 of the 
deposition of Doctor Kouri. The time is 4:23. 

Q (By Mr. Merritt) Doctor Kouri, I've put in front 

of you Exhibit 25 which is a one-page document with 13th 
International Cancer Congress at the top. Official Abstract 
Form. Do you recall going to a meeting of the International 
Cancer Congress in September of 1982 in Seattle, Washington? 

A No, I didn't go. 

Q Doctor Henry went? 

A Right. 

Q And this is a meeting that is periodically held for 

scientists in, in the international medical and biomedical 
research community who are involved with cancer research; is 
that correct? 

A Correct. 

Q And the document in front of you is an abstract 

that was to be displayed at this meeting as a poster that was 
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prepared by you and Doctor Henry; isn't that correct? 

A Yes, I think Doctor Henry did it. 

Q But you certainly agreed, she certainly consulted 

with you before — 

A She must have shown it to me, yes. 

Q This would in fact have been the first public 

statement of the results of the 101A inhalation studies; isn't 
that correct? 

A Umh-humh. 

Q This was in fact a statement that was being made to 

the scientific community and in particular the scientific 
community involved with cancer research? 

A Umh-humh. 

Q And this was done after, in fact significantly 

after the completion of 101A; isn't that correct? 

A What's the date of this? 

Q Do you know? 

A Do I know? No, I don't know. I was asking. 

I guess it was supposed to have been there before 
December 1st, '81. Okay. 

Q This was after the completion of the exposure of 

the mice in 101A? 

A Just about that time, isn't it? 

Q Well, wasn't the — 

A Actually I don't remember the numbers right now. 

Q Wasn't the final report originally scheduled for 

delivery in December of 1981? 

A Right, but I think we had animals still on test and 

we certainly didn't complete all the pathology by then or all 
the analysis. 

Q You had enough information that you were willing to 

go to the scientific community and tell them things which you 
assumed you had some basis for telling them, right? 

A Right, these are preliminary data. 

Q It doesn't say anywhere preliminary, does it? 

A That's what abstracts are. 

Q But it doesn't say anywhere preliminary? 

A That's what abstracts are. 

Q Okay. But my question to you is does it say 

anywhere that this is preliminary? 

A That's what abstracts are. 

Q Okay. We can do this for a long time but I'm 

entitled to an answer to my question. Does this document 
that's been put in front of you. Exhibit 25, say anywhere that 
these results are preliminary? Does the word preliminary 
appear anywhere in this document? 

A No. 

Q This was admitted — I am not trying to make you 

say that this is a peer reviewed article. 

A Right, that's what I meant. 

Q This is a poster, it is an abstract? 

A It is a preliminary observe, it's a preliminary 

exposition of the data as it existed at that time. 

Q And it's not a statement that one makes without any 

sort of basis; isn't that correct? You just don't tell the 
scientific community, whether it's in a poster or anything 
else, something that you don't think you have some basis for 
saying? 

A Sure. It's a snapshot of the data at that time. 

Q And at this point, according to this thing, over 

fifteen hundred mice were evaluated? 

A Yes. 

Q Isn't that what it says? 


http://legacy.library.ucsf.©du/tid/vtyH|^MM3^fndustrydocuments.ucsf.edu/docs/syhl0001 



A Yes. 

Q That's substantially all of the mice that were 

evaluated in the study; isn't that correct? 

A I guess. I actually don't know. I don't have the 

numbers in front of me. I can't compare that but that sounds 
right. 

Q Wasn't it a fact that this particular abstract was 

submitted, was something that you and Carol Henry and CTR 
people were aware of and discussed the appropriate timing from 
and isn't it a fact that this was not done until in fact the 
exposure and the examination of the mice was completed? 

A I think the examination of the mice 

histopathologically was done, obviously not all of the 
analysis for statistical significance, all of the data had not 
been analyzed in '81. 

Q Okay. But it had been analyzed enough that you 

were comfortable going to the International Cancer Congress 
and presenting the information that you present in this 
document; isn't that right? 

A Correct. 

Q One of the things that you say in this document was 

that the only smoke-induced lesion was an accumulation of 
pigmented alveolar macrophages which again is our friend PAMA; 
isn't that right? 

A Correct. 

Q That's what you say there. You go on to say the 

incidence of spontaneous lung cancer, parenthesis, i.e., 
alveolar adenocarcinomas, end of parenthesis, was 
approximately five percent. 

A Right. 

Q So even as of the date that this was done and 

presumably even as of the date that this poster was displayed 
to the scientific community in 1982, you did not regard 
adenocarcinomas as smoke related? 

A As statistically associated with smoke exposure, 

that's right. They are not, they weren't, at least I didn't 
think they were at that time. 

Q And even as of the time that this was done, you 

felt in a one-paragraph abstract that it was important enough 
to tell the scientific community that the incidence of 
spontaneous lung cancer, the adenocarcinomas that the mice get 
just by virtue of being mice, was five percent, and you 
further go on to say that exposure of smoke failed to alter 
this tumor incidence? 

A Correct. 

Q Those are your words? 

A Correct. 

Q You further go on to say that although exposure to 

smoke in this model resulted in significant changes in short 
term endpoints, no carcinogenic effects were noted, those are 
your words; isn't that correct? 

A Right. What I'm saying all the way along here, 

these abstracts are snapshots of the data as we interpret and 
analyze up to that time. I think the thing — instead of 
focusing on a set of interim reports that were incomplete both 
in terms of their analysis, their review and their 
conversations — I mean, I mean the final — like you say, an 
abstract in fact is a snapshot of what was going on. The 
final report in terms of what hit the literature is peer 
reviewed and we can argue about what we need to argue about I 
think in terms of this is the final report that went into the 
JNCI. I mean, these other things are taken out of context and 
which we didn't have all the, it seems like we did not have 
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all the data. We haven't certainly analyzed all the data to 
date. We were in the process of analyzing the data at that 
time, one point. 

The second point is I am not sure right now, one 
sends these abstracts in, you know, fairly early on and you 
make them nonspecific as best you can and I don't have any 
real idea what data was actually presented at the meeting. 
Often one presents the data and says I'm going to present some 
data and you present what you actually have at the time as 
opposed to what you literally said here because you didn't 
have that at that time. That's the whole idea. This is what 
it looked like at whatever this date might have been in '81 
and when we finally went to the meeting, some other data might 
have been presented. I actually don't even remember what was 
presented. In fact, I didn't go, Carol went to this meeting. 

But I will say that when you finally look at all 
the data, analyze the data, this is what comes out of it, of 
which we all agreed, CTR and ourselves, that these are the 
good summary of the best estimates of what we could come up 
with when analyzing these studies, not these interim reports 
which are difficult to interpret in view of the fact that they 
were just looked at as snapshots of that experiment study as 
it was unfolding. We did not know how to analyze all these 
data until we got it all out and we could sit back for maybe 
six months and try to understand what it might be telling us. 
It's a big study, and it was done — and we tried to do a 
variety of methods, that we were continually trying to analyze 
this data. I think it's a little bit unfair to take a picture 
like this and hold my feet to the fire that this is in fact 
what we meant. This is in fact what we meant. 

Q Well, and that was in fact what was published? 

A That's the only thing that counts. 

Q And CTR didn't prevent you from publishing that? 

A Exactly. This here is just what it is, it was an 

interim piece of information and it says alveologenic 
adenocarcinomas were not smoke associated which is in fact at 
that time the data would seemingly suggest that that was the 
case, they were not smoke associated. 

When we actually got in there and did the analysis 
and compared apples and apples and oranges to oranges, we 
could find conditions in which there was a statistical 
significantly difference between adeno, the incidence of 
adenocarcinomas in the smoke versus the sham and that's what 
we said. 

Now, that doesn't mean that this was, that this — 
all that meant is that this was the information we had at the 
time and this was the information that finally came out of the 
same data when we finally sat down and analyzed it. I 
think — I don't even know, maybe we actually presented this 
data, these data, that is the data that made up the JNCI 
paper, at the actual meeting but I don't know. I actually 
don't remember. That was fifteen years ago. 

But I know what abstracts are and abstracts in 
general are not peer reviewed publications, they're, you know, 
as best we can get an ability to take a snapshot and tell some 
people what data looked like right now, currently. 

Q Okay. Do you have any reason to believe that — 

let me withdraw that. 

I'm not trying to hold your feet to the fire on 

this . 

Did you read Carol Henry's deposition? 

A I read it. 

Q Do you disagree with her testimony that at the time 
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that this happened, that a lot of people felt that 
adenocarcinomas were not smoke associated? 

A No, I didn't remember that but okay. 

Q Isn't it a fact that there were scientists, 

including people like Doctor Sommers, who didn't believe that 
adenocarcinomas were, or didn't believe that the scientific 
record was there to establish that they were smoke related? 

A I don't remember that but that might be the case. 

Q And so isn't it in fact a fair statement or let me 

phrase it differently. 

Are you saying that it would be unreasonable or 
improper or unethical for Doctor Sommers to have stated, taken 
the position that squamous cell carcinomas were the only smoke 
associated lung cancers as of the time that this was 
happening, meaning in the early eighties? 

A No, I don't think we knew that. Squamous cell 

carcinoma was definitely not the only smoke-related lesion in 
humans in the early eighties. There were a variety of cancers 
that were associated with cigarette smoking in humans. 

Q Do you think — so it's your testimony that it 

would be unreasonable for a scientist looking at the five 
percent rate of spontaneous expression of these 
adenocarcinomas to say that they're not smoke associated for 
that reason? 

A Right, I would say it's improper to come to that 

conclusion. 

Q Because you disagree with it? 

A I just said it's improper to come to that 

conclusion because you didn't have — these are the data that 
we ought to be arguing about, not those, because these are the 
data that we eventually all agreed made sense regardless of 
what went on before, what we thought before, we didn't think 
alveologenic adenocarcinomas were or were not associated with 
cigarette smoke up until that time. I mean, I think it's 
unfair to worry about what happened before when we actually 
sat down, did the analysis and in the cold light of day do 
those sorts of comparisons and we all sat in the room and 
concluded that they were in fact — 

Q But that document that you're waving, the JNCI 

article, was not written until 1985. The issue is whether 
somebody prior to that time might have taken the view 
reasonably and legitimately that the failure to find any 
squamous cell carcinoma was a significant finding, even tnt in 
the smoke exposed mice compared to sham or shelf, and that's 
not quite right. 

Q But in fact it's pretty darn close to what a normal 

reader would get out of the very first paragraph of your final 
report in which you say — 

A No. 

Q — data analysis in four different ways indicated 

that no differences were observed between the smoke or sham 
exposed group. 

A I agree with you. The only thing that really 

counts is not this document here which is a compilation of 
data, but when we actually sat down among all of us, CTR 
included, analyzed the data and came to the conclusion it was 
weakly carcinogenic. Now, I don't know why that — that 
comment should have been in here. We hadn't analyzed all the 
data in that way because we didn't have time to analyze it up 
and this thing came out and I just flipped out because we 
didn't even analyze all the data yet when this thing came out. 
I couldn't have come to that conclusion that was written in 
the Foreword. In fact, I didn't even pay any attention to it 
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until I was asked for this proceedings or I would have never 
even read it. I wouldn't have compared the actual words to 
the data here and realized, oh, man, we shouldn't have done it 
that way in retrospect. 

Q In fact, you never complained about that Foreword 


or — 

A Oh, I did, you better believe I did. 

Q Isn't it a fact that subsequent to that Foreword 

you and Carol Henry had a number of dealings with CTR, you 
continued to accept money from CTR to write the JNCI article, 
and you thanked them for their encouragement and their support 
and nowhere in your correspondence with them is there any hint 
of any disapproval whatsoever of that Foreword? 

A I don't know, I can't argue, I can't remember 

whether there was something written down, but there certainly 
was — as soon as this came out, when I saw it, I called Bob 
Hockett who is the person that I originally got this from and 
Bob was the one — 

Q You think Bob was alive then, too? 

A I don't know when Bob was. I thought I got this 

thing originally and it said from Bob Hockett but I could be 
mistaken. No, I don't know when Bob — 

Q You didn't call Bob Hockett, did you? Are you 

telling me you remember? 

A I said I think my thing came in here and what I was 

trying to get ahold of is Bob Hockett. I can't remember 
what — wait a minute, now we are talking about whether he 
died or not, let's not get into that. All I'm talking about 
here — I may be wrong but I thought I had a little card in 
here that said from, thanks, or thanks to from Bob but I don't 
know when — I thought that's what mine said. I don't know 
how I just remembered that. 

Q Isn't it a fact that you have never in writing at 

any time up until this litigation was filed complained or 
protested or criticized in any way the publishing of the Blue 
Book? 

A No, that's not right. 

Q Tell me what writing you have produced. 

A I don't know about writing. You said in writing. 

I just don't remember whether we ever wrote anything. 

Q There was a lot of correspondence, wasn't there? 

A There might have been. I wouldn't be a bit 

surprised if it were in writing. 

Q And in fact, didn't you understand that CTR — let 

me withdraw that. 

Let me go back just briefly to your conclusion, 
this conclusion that you contend is statistically significant 
at .04. You acknowledge that it's not contained in the 
abstract at the beginning — 

A Correct. 


Q — of the JNCI article? 

A Correct. 

Q It's towards the back. You also acknowledge that 

this is an analysis of one subset of the mice that were 
studied under the 101A? 

A Correct. 

Q As to the other subset, the ones that were presumed 

to have died of their lesions, there was no difference between 
smoking and sham? 

A Correct. 

Q And you also acknowledge, do you not, that the fact 

that the two are inconsistent has a tendency to lessen the 
impact of your conclusion? 
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A Correct. 

Q So this is not a strong conclusion? 

A Correct. 

Q This isn't something that strongly points to a 

particular conclusion — 

A Correct. 

Q — about mice carcinogenesis; isn't that right? 

A That's the reason it was called a weak chemical 

carcinogen. I agree with you a hundred percent. 

Q You in fact felt necessary to disclose in the JNCI 

article that in your opinion the fact that the two tests did 
not agree tends to lessen the impact of the conclusion that 
smoke exposed animals in the subset population had a 
significantly higher incidence of lung cancer than the sham 
exposed animal? 

A That's exactly right. I'd have to say that was a 

comment, as I remember, and don't take — that was, this was 
something we did have some conversations with Mr. Finnegan 
about because that was an issue and his point was don't you 
think that the fact that it never reached statistical 
significance in a monthly interval mitigated in some regards 
against the fact that it was in total but it wasn't in any 
given month, and I had a tendency to agree with him. I 
thought that was a proper way to caution the reader, and so I 


did it. 

MS . 

NIAL: 

Bob, is 

this a 

good time to take a 

break? 

MR. 

MERRITT 

: Yeah, 

let' s 

take a break. 


MS . 

BAUER: 

Off the 

record 

. at 5:02. 


(Thereupon, a short recess was taken) . 

(Documents were marked Kouri 
Deposition Exhibit Nos. 26 
and 27). 

MS. BAUER: Back on the record at 5:18. 

Q (By Mr. Merritt) Doctor Kouri, this morning you 

testified to your opinion that people may have in fact been 
misled by Doctor Sommers' preface to the Blue Book. Do you 
recall that testimony? 

A Yes. 

Q Do you in fact know of anyone who was misled by 

reading that? 

A No, no. 

Q Do you know of any smoker or any Congressman or any 

scientist or anybody whatsoever who read that preface or that 
Foreword and as a result was misled? 

A Only Doctor Sommers. 

Q Going back to the end of 1981, let me ask, let me 

ask you to look at Exhibit 26. Do you recognize this? This 
is a letter dated December 22nd, 1981, from Carol Henry to 
Doctor Sommers and Thomas Hoyt. December 1981 was following 
the completion of the exposure portion of Contract 101A; is 
that correct? 

A I think that's right. 

Q And at that time Doctor Henry in this letter 

promises to bring the final report with her to a meeting of 
CTR that was scheduled for January of 1982; is that correct? 

A Yes. 

Q Isn't it a fact that — and this time frame 

corresponds with earlier projections that the report would be 
written up and submitted to CTR at the end of 1981; isn't that 
a fact? 

A I think that's right. 

Q Now, in fact the final report was not submitted to 
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CTR for over two years; isn't that correct? 

A Right. 

Q And isn't it a fact that that was the cause of some 

aggravation and, and perhaps anger is too strong a word but 
clearly irritation on CTR's part that it was not getting its 
report; isn't that true? 

A Yeah, I think that's true. 

Q In fact, part of the reason that that was happening 

was that you and Doctor Henry had been assigned to other 
projects, isn't that right, that was part of it? 

A Right. 

Q She got pregnant at some point and was unable to 

work on this? 

A That might be true, too. I actually forgot about 

that. 

Q And then at the end of '82 or the beginning of '83, 

a year or so after this letter was written, you left MAI and 
were starting a new job that had time requirements? 

A Right. 

Q And so without pointing any fingers, — 

A It took a while. 

Q — it is in fact the caseas it 

unreasonable for them to consider ways in which the results of 
this study, the data and methodology could be made available 
to scientists without having to wait until you or Doctor Henry 
finally get around to writing a manuscript? 

A Perfectly reasonable request. 

Q And so I take it you're not saying that there's 

anything necessarily nefarious about the fact that CTR was 
wanting in 1984, when they finally had the final report, some 
way to get this out, — 

A It — 

Q — that was not unreasonable of them? 

A That's not unreasonable. 

Q In fact, the only way they could get this 

information out was by giving people the final report because 
that's all they had at that point; isn't that correct? 

A I don't have any argue — I guess the only time it 

would have been, it would have seemingly been proper to just 
give us — they did make some subtle changes in this final 
report from us and they put a Foreword on it. It would have, 
normally it would have been pretty smart just to run it by us 
first and tell us what they were going to do with it, that 
that's what they intended to do, but that wasn't done. 

Q I understand that you are not happy about that. 

A That's all I've ever said. 

Q But the fact of the matter is, — 

A They could and they didn't. 

Q — putting aside that discourtesy if that's what it 

was to you — 

A That's it. 

Q — putting aside — 

A I'll go with that. 

Q — the possibility that you might have corrected 

Doctor Sommers in his misunderstanding of your results, the 
mere fact that they said let's publish this thing so the 
scientific community can have it, that in itself was not 
unreasonable or unethical or improper? 

A No, I've never said that. The simple fact of 

putting this in the paper was no problem, that would have been 
fine. I guess all I would have wanted to do was look at it 
then. Because what I said is I would have rewritten or 
written it slightly differently had I known that's what we 
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were going to do with it up front. I mean, we got the thing 

out. This is a monstrous undertaking and it was under duress 

at that time that we were doing, we were remiss at getting 
this done. I'll be the first to apologize and have to, to the 
CTR staff when we did it, but that happened. I'm sorry. 

And that, but when we finally got around to doing 
it, we got it into there, we followed up as best we can, as 

fast as we can to get the paper out. It wasn't very timely. 

I wish it were more timely but at the time, I hate to say it 
just wasn't the highest priority on Carol nor my plate at the 
time, we were out doing other things and I'm sorry about that. 

Q And the problem was that CTR as of 1984 didn't know 

when it would actually get on your plate? 

A I think that's true. 

Q Okay. 

MR. MERRITT: Give me like one second. Can we 
just huddle quickly without — 

MS. NIAL: Let's go off the record. 

MS. BAUER: Off the record at 5:34. 

(Discussion off the record). 

MR. MERRITT: Next one. 

(Document was marked Kouri 
Deposition Exhibit No. 29). 

MS. BAUER: Back on the record at 5:36. 

Q (By Mr. Merritt) Doctor Kouri, I have just handed 

you a document which is an August 16, 1985 letter from Doctor 
Henry and yourself to Doctor Elizabeth Weisburger at the 
Journal of the National Cancer Institute. 

A Correct. 

Q This is a letter that you and Doctor Henry sent to, 

to the JNCI at about that time? 

A Correct. 

Q Reading, directing your attention to the second 

paragraph of this letter, could you read the, the paragraph 
starting with the third sentence? 

A A final report? 

Q Yes. 

A A final report describing these studies was 

submitted to CTR. As a result of requests for copies of this 
rather extensive report, CTR elected to print the final report 
verbatim in bound book form for general dissemination. The 
work presented in this manuscript has not been published in 
any journal. 

Q Was it in fact your understanding at this time that 

that was the reason why CTR had elected to have the final 
report printed? 

A I don't really know. That seemed to be the easiest 

way to state this when we were going to submit the paper. 
Obviously the attempt here was to recognize that this volume 
existed in the public literature and we wanted to make sure 
that it would not prevent us from publishing the paper. That 
was the attempt here. 

Q But the sentence that is contained in this letter 

that you wrote, was that true, was that a true statement? 

A I don't know if it was true or not true, it just 

seemed to be the right thing to say at the time. 

Q But it was something that at the time you said 

to — 

A It seemed to be a nice way to state, you know, what 

happened, and so we were being polite about everything 
without, without raising any heckles from anybody. I don't 
think from this letter, I don't think it makes any sense, I 
mean makes any connotation whether we liked the publication of 
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this journal or didn't — or this book or didn't like it, it 
was just the simple fact we wanted to make sure it didn't 
inhibit our ability to publish the original paper. 

Q You wouldn't have lied to the JNCI in connection 

with submitting your manuscript? 

A I don't think that would be a lie, that's right. 

Q This sentence whether you like it or not or whether 

you are happy about it or not, it reflected your understanding 
that CTR had elected to print the book because they had 
received requests about it; isn't that correct? 

A Right. 

Q That's what this sentence says? 

A Right. 

MR. MERRITT: I have nothing further. 

MS. BAUER: Off the record at 5:39. 

This concludes the deposition of Doctor Kouri. 

(Thereupon at 5:39 o'clock p.m., the 
examination of the witness was concluded). 
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